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PROFESSIONAL  CERTIFICATION  AS  SOLE 
SOURCE  BID  REQUIREMENT  IN  FEDERAL 
CONTRACTION 


WEDNESDAY,  AUGUST  2,  1995 

House  of  Representatives, 
Subcommittee  on  Government  Programs, 

Committee  on  Small  Business, 

Washington,  DC. 

The  subcommittee  met,  pursuant  to  notice,  at  10:07  a.m.,  in  room 
2359-A,  Rayburn  House  OfTice  Building,  the  Honorable  Peter 
Torkildsen,  (chairman  of  the  committee  presiding.) 

Chairman  TORKILDSEN.  Good  morning.  The  committee  will  come 
to  order. 

The  committee  today  will  hear  testimony  relating  to  the  use  of 
professional  certifications  as  a  precondition  in  Federal  bid  require- 
ments. The  subcommittee  has  been  presented  information  which 
raises  serious  questions  relating  to  the  fairness,  particularly  to 
small  business,  of  requiring  one  particular  version  of  professional 
certification  over  any  alternatives  as  a  precondition  to  bidding  on 
or  being  awarded  a  bid  on  Federal  contracts. 

The  questions  we  would  like  addressed  involve  the  practice  of 
limiting  the  bid  process  in  this  manner.  Are  Federal  agencies  quali- 
fied to  differentiate  between  competing  professional  certification 
programs?  What  standards  should  be  used  to  evaluate  these  pro- 
grams, and  who  can  the  agencies  rely  on  to  develop  them? 

Is  a  second  tier  sole  source  bid  requirement  the  actual  effect 
when  professional  certification  stipulated  by  an  agency  is  offered  by 
only  one  organization?  If  there  are  alternatives  to  the  stipulated 
program,  doesn't  the  potential  bidder  have  a  right  to  have  an  im- 
partial analysis  of  the  alternatives  in  order  to  enter  the  bid  proc- 
ess? 

The  committee  is  also  concerned  with  the  pricing  of  certification 
programs.  Will  Federal  agencies,  and  thus  the  taxpayers,  eventu- 
ally bear  the  cost  of  their  development  and  maintenance?  Or  is 
there  some  way  these  additional  operating  costs  will  be  borne  by 
others? 

We  find  that  through  the  bid  process.  Federal  agencies  may  end 
up  being  used  as  a  marketing  tool  by  the  providers  of  these  pro- 
grams, who  are  likely  to  cite  an  agency's  requirements  as  an  en- 
dorsement of  a  program. 

Also,  is  there  a  relationship  between  Federal  agency  employees 
serving  on  steering  committees  or  oversight  boards  and  the  even- 
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tual  adoption  by  these  agencies  of  the  professional  certification  the 
committee  or  board  offers? 

We  hope  our  witnesses  today  will  relate  their  experiences  in 
these  matters.  We  are  pleased  to  have  representatives  of  small 
business,  who  must  compete  under  these  conditions,  individuals 
who  have  some  experience  in  developing  such  programs,  and  end 
users  who  must  rely  on  these  types  of  programs  in  an  effort  to 
make  appropriate  decisions  relating  to  contracts  and  contractor 
qualifications. 

This  issue  is  timely.  The  majority  of  our  witnesses  are  in  the  bio- 
logical safety  field.  These  individuals  are  tasked  with  the  vital  job 
of  making  these  difficult  decisions  in  an  area  where  the  health  and 
safety  of  workers  are  at  stake.  We  hope  that  the  critical  nature  of 
these  decisions  in  this  field  will  serve  in  providing  us  with  wit- 
nesses who  have  investigated  these  matters  with  the  utmost  care. 

Finally,  the  committee  would  hope  to  shed  some  light  on  the  dis- 
turbing charges  brought  forth  by  some  relating  to  deliberate  at- 
tempts by  organizations  to  use  professional  certifications  simply  as 
a  revenue-producing  product,  rather  than  recognizing  the  serious 
responsibilities  these  credentialing  bodies  bear. 

I'll  now  yield  to  the  ranking  member  of  the  committee,  Mr. 
Poshard,  for  any  opening  statement  he  may  wish  to  make. 

Mr.  Poshard.  Thank  you,  Mr.  Chairman,  and  I  want  to  thank 
you  for  holding  today's  hearing  examining  the  use  of  professional 
certification  to  justify  sole  source  bid  requirements  in  Government 
contracts. 

As  a  greater  number  of  small  businesses  begin  to  compete  for 
Government  contracts,  it's  important  that  we  examine  ways  to  level 
the  playing  field  for  these  businesses. 

While  I  understand  the  need  in  certain  instances  for  requiring 
professional  certification  of  a  business  or  manufacturer,  I  believe 
sole  source  bid  requirements  have  had  a  negative  impact  on  a  num- 
ber of  small  and  private  certifiers,  who  are  often  as  qualified  and, 
in  some  cases,  less  costly  as  the  required  certifier. 

I  would  like  to  thank  the  members  of  today's  panel  for  joining 
the  committee  to  take  a  closer  look  at  the  effect  sole  source  bid  re- 
quirements have  on  the  small  business  community's  ability  to  com- 
pete for  Government  contracts  and  I  look  forward  to  hearing  each 
of  their  testimonies. 

In  closing,  thank  you  again,  Mr.  Chairman,  for  allowing  us  the 
opportunity  to  examine  the  effect  of  sole  source  bid  requirements 
on  our  Nation's  small  business  community.  I'm  hopeful  that  today's 
hearing  will  shed  some  light  on  this  interesting  matter. 

Chairman  Torkildsen.  Thank  you,  Mr.  Poshard. 

Our  first  witness  today  is  Congressman  Pete  Geren  who  will, 
after  testifying,  be  joining  us  on  the  panel.  Congressman  Greren,  if 
you'd  like  to  give  your  testimony  now. 

TESTIMONY  OF  THE  HONORABLE  PETE  GEREN,  A 
REPRESENTATIVE  IN  CONGRESS  FROM  THE  STATE  OF  TEXAS 

Mr.  Geren.  Thank  you,  Mr.  Chairman  and  ranking  member.  I 
appreciate  very  much  the  opportunity  to  come  before  you  today. 

My  interest  in  this  subject  is  not  only  in  my  capacity  as  the 
ranking  member  on  the  Basic  Research  Subcommittee,  but  also  in 


the  interest  of  representing  two  constituents  from  my  district,  Gary 
Clark  and  Ron  Roszkowski.  They  own  Z-SCAN,  a  small  business, 
and  it's  affected  by  the  sole  source  bid  requirements  in  Government 
contracting. 

Mr.  Roszkowski  contacted  me  in  June  1992  with  his  concerns 
over  NSF,  the  National  Sanitation  Foundation.  Mr.  Roszkowski 
and  his  partner,  Mr.  Clark,  who  you'll  hear  from  shortly,  had  stud- 
ied the  copyrighted  document  released  by  NSF  in  1991  outlining 
the  program  for  individual  and  organizational  certification  for  test- 
ing biohazard  cabinets. 

My  constituents  notified  their  clients  that  they  would  comply 
with  the  standards  set  by  NSF  and  spent  over  600  hours  in  an  at- 
tempt to  comply  with  the  program  to  attain  certification.  They  sub- 
mitted their  check  and  application  fee  to  NSF,  only  to  be  notified 
that  the  program  was  not  in  place  at  that  time.  After  over  a  year 
of  pursuing  the  matter  with  NSF,  they  contacted  me. 

I  wrote  to  NSF  and  asked  for  an  explanation,  which  I  received 
in  a  timely  manner,  answering  paragraph  by  paragraph  the  con- 
cerns expressed  by  Mr.  Roszkowski  and  Mr.  Clark.  One  of  the 
claims  made  by  NSF  was  that  the  organization  program  was  still 
under  development  but  that  it  would  be  released  in  the  fall  of  1992, 
approximately  90  days  from  the  date  of  their  response.  To  this 
date,  an  organizational  program  is  still  not  in  place. 

My  constituents  do  not  oppose  being  certified  to  provide  services. 
They  recognize  and  welcome  the  opportunity  to  prove  their  com- 
petency. In  fact,  they've  spent  a  great  deal  of  their  time  and  re- 
sources in  organizing  a  trade  association  of  their  colleagues  in  the 
biotechnical  industry  to  develop  a  certification  exam. 

I  have  no  quarrel  with  NSF  as  a  product  testing  facility.  I  do, 
however,  Question  some  of  their  practices.  For  example,  Thomas 
Stevens,  tne  manager  of  biohazard  certification  for  NSF,  rep- 
resented to  me  that  participation  in  the  program  is  voluntary. 
Strictly  speaking,  that  may  be  true,  but  if  Government  agencies  re- 
quire NSF  certification  in  their  bid  documents,  then  my  constitu- 
ents and  68  other  small  businesses  in  the  biohazard  industry  can't 
qualify.  To  say  it's  voluntary  is  like  saying  that  taking  the  bar 
exam  is  voluntary;  it's  voluntary  unless  you  want  to  practice  law. 

NIH  will  require  NSF  certification  in  a  bid  opening  this  fall.  It 
is  my  constituents'  concern  that  we  may  be  only  a  small  step  away 
from  having  many  Government  agencies  require  NSF  certification 
in  their  bid  documents,  even  though  the  NSF  certification  process 
is  too  costly  and  overly  burdensome  for  the  business  owners. 

The  fee  is  15  times  the  norm  for  any  comparable  industry,  such 
as  the  Society  of  Professional  Engineers.  If  the  NSF  develops  a  mo- 
nopoly on  this  certification,  many  small  businesses,  many  family 
owned  business  will  be  forced  out  of  the  market. 

This  committee  should  examine  the  practice  of  Government  agen- 
cies in  their  requirement  of  a  single  source  of  professional  certifi- 
cation in  their  bid  documents.  It  should  look  into  the  relationships 
of  Federal  employees  who  serve  on  the  steering  committees  of  NSF. 
We  need  to  explore  the  unintended  consequences  of  sole  source  bid 
requirements  and  protect  the  small  business  owners  in  our  country. 

Thank  you,  Mr.  Chairman.  I  appreciate  the  opportunity  to  be 
with  you  today.  I  just  came  from  a  National  Security  hearing  in 


which  we're  examining  a  very  similar  issue.  We  have  a  gentleman 
testifying  at  this  very  moment  about  how  difficult  it  is  for  any 
small  businesses  to  participate  in  Government  contracting  in  the 
defense  industry,  as  well. 

So  I  applaud  this  committee  for  looking  into  this  issue.  It's  such 
an  important  one  as  we  try  to  make  sure  that  we  expand  opportu- 
nities for  our  small  business  sector,  and  I  appreciate  the  chance  to 
be  here  today. 

[Mr.  Geren's  statement  may  be  found  in  the  appendix.] 

Chairman  Torkildsen.  Thank  you.  Congressman  Geren.  I  do  not 
have  any  questions  for  you  and  if  you  would  like  to  join  us  at  the 
rostrum,  and  if  there's  no  objection.  Congressman  Geren  will  be  sit- 
ting, for  the  remainder  of  the  hearing,  at  the  rostrum. 

Now  I'd  like  to  ask  our  panel  of  witnesses  to  please  assemble  for 
their  testimony.  I'll  now  introduce  our  panel  of  witnesses. 

Dr.  John  Antrim  has  been  the  certification  program  general  man- 
ger for  the  National  Society  of  Professional  Engineers  since  May 
1981.  He's  also  the  president-elect  of  the  National  Organization  of 
Competency  Assurance. 

Mr.  Steven  Halsey  is  the  co-founder  and  immediate  past  presi- 
dent of  the  International  Air  Filtration  Certifiers  Association.  He's 
a  biological  safety  cabinet  certifier  who  has  spent  the  last  several 
years  assisting  in  the  development  of  the  certification  program  for 
lAFCA. 

Mr.  Gary  Clark  is  president  of  Z-SCAN,  Incorporated,  an  inde- 
pendent biological  safety  cabinet  certification  companv.  Mr.  Clark 
is  also  a  co-founder  of  lAFCA  and  serves  as  director  of  certification 
services  for  lAFCA. 

Mr.  Frank  Simione  is  vice  president  for  operations  and  safety  of- 
ficer at  the  American  Type  Culture  Collection,  ATCC.  He's  also  a 
committee  chairman  for  the  American  Society  for  Testing  and  Ma- 
terials. 

Mr.  David  Prevar  is  manager  of  safety  and  health  at  the  U.S.  De- 
partment of  Agriculture  Research  Center  in  Beltsville,  Maryland. 

I'd  like  to  ask  Dr.  Antrim  to  please  start  by  providing  your  testi- 
mony. 

TESTIMONY  OF  DR  JOHN  ANTRIM,  GENERAL  MANAGER  OF 
CERTIFICATION  PROGRAMS,  NATIONAL  SOCIETY  OF  PRO- 
FESSIONAL ENGINEERS,  AND  PRESIDENT-ELECT,  NATIONAL 
ORGANIZATION  FOR  COMPETENCY  ASSURANCE 

Dr.  Antrim.  Mr.  Chairman  and  members  of  the  subcommittee, 
it's  a  pleasure  to  be  here  and  I  hope  I  can  provide  you  with  some 
information  on  the  operation  of  certification  agencies. 

Chairman  Torkildsen.  Dr.  Antrim,  I've  got  to  interrupt  you  just 
briefly.  I  would  like  to  ask  all  witnesses,  all  of  your  statements  will 
be  included  in  the  record  in  full.  If  you  could  summarize  your  state- 
ment, perhaps  to  about  5  minutes,  that  would  be  much  appre- 
ciated, so  we  could  leave  time  for  questions  afterwards,  and  that 
applies  to  all  witnesses. 

Dr.  Antrim.  Understood. 

Chairman  Torkildsen.  Thank  you.  Dr.  Antrim. 

Dr.  Antrim.  To  start  off,  let  me  reintroduce  myself.  Granted,  you 
did  that  a  few  minutes  ago,  but  I'm  general  manager  of  the  Na- 


tional  Institute  for  Certification  in  Engineering  Technologies, 
which  is  a  division  of  the  National  Society  of  Professional  Engi- 
neers. I  just  want  to  make  that  clear. 

This  business  that  we're  in  is  35  years  old.  We've  been  certifying 
engineering  technicians  over  that  time,  so  there  is  a  background 
there  of  being  in  this  business. 

In  addition,  in  a  volunteer  capacity,  I  am  the  president-elect  of 
the  National  Organization  for  Competency  Assurance.  It  is  an  orga- 
nization of  organizations,  and  the  organizations  are  those  that  are 
in  the  business  of  being  certifying  bodies.  I  just  wanted  to  give  you 
a  little  extra  information  there. 

Certification — I've  been  in  it  now  for  almost  14  years  and  I  came 
out  of  education  and  learned  a  lot  about  it.  I'm  still  learning  a  lot 
about  it.  It  is  not  something  you  become  an  expert  in  overnight. 

It's  also  changed  over  the  years.  I  think  the  point  now  is  that 
where  certification,  at  one  point,  was  more  or  less  a  personal  satis- 
faction-type credential,  ego  satisfaction,  whatever  you  want  to  call 
it,  it  has  changed  very  much.  Certification  now  is  very  much  part 
of  either  a  condition  of  employment,  directly  or  indirectly,  or  it  is 
a  condition  of  doing  business. 

Even  though  certification  is  for  individuals,  it  is  often  the  case 
a  company  cannot  do  business  unless  it  has  certified  individuals 
among  its  ranks.  So  that's  why  I  say  it  has  two  parts.  It's  for  both 
the  individual  and  the  business. 

The  environment  requires  those  that  offer  certification  to  provide 
creditable  programs.  There  are  a  number  of  requirements  for  a 
creditable  program,  and  the  National  Commission  for  Certifying 
Agencies  has  published  and  has  had,  for  a  number  of  years,  criteria 
for  the  accreditation  of  certifying  bodies. 

The  NCCA  standards  are  what  the  certification  industry  has, 
over  the  years,  come  to  agree  are  what  is  required  to  have  a  good 
certification  program.  By  "good"  I  mean  one  that  is  fair  to  every- 
body. 

There  are  some  points  I'd  like  to  make.  First  there  are  the  stake- 
holders— shareholders  maybe,  but  they're  really  stakeholders,  as 
opposed  to  the  shareholders.  We  have  to  have  them  involved.  I  look 
at  them  as  the  individuals  who  are  going  to  get  certified,  those  that 
are  certified;  the  employers  and  the  regulators.  Regulators  I  broad- 
en to  include  both  a  Government  agency  that  requires  something 
to  happen  to  even  just  some  corporate  decision  that  only  those  who 
have  certification  can  be  hired.  I  mean,  they're  still,  in  a  sense,  a 
regulator. 

But  we  have  to  look  at  it  that  there  are  a  wide  variety  of  people. 
When  you  offer  a  national  certification  program,  you've  got  to  have 
representation  from  big  business,  small  business.  You've  got  to 
have  it  from  the  private  sector  and  the  public  sector.  You've  got  to 
have  it  from  the  geographical  regions.  You  really  have  to  spread  it 
out.  You  really  should  have  the  pure,  immediate  supervisor  as  part 
of  your  stakenolders  if  it's  an  employee-employer  situation.  You 
ought  to  have  the  people  from  personnel,  the  trainers  or  what  have 
you,  because  they  have  a  different  outlook  on  this.  Certainly  certifi- 
cation is  involved  with  training,  to  bring  people  up  to  a  level  that 
we  consider  that  they  are  competent  to  do  what  is  being  asked  of 
them  to  do. 


So  there's  a  real  broad  range  of  the  stakeholders,  and  all  should 
be  involved,  even  those  who  don't  necessarily  ag^-ee  with  the  objec- 
tive of  the  certification  program.  One  should  have  both  sides  of  this 
picture  developed  as  programs  are  brought  on  line  and  then  are 
continued. 

There's  relevancy,  and  that  follows  from  what  I  just  said.  Is  the 
program  really  doing  what  everybody  expects  it  to  do?  Does  it 
apply  to  this  thing?  I  mean,  I  guess  to  make  a  lousy  point  but  still 
a  point,  I  could  book  a  few  groups  on  a  tour  to  Europe  and  say  I'm 
now  a  good  travel  agent.  That  doesn't  really  mean  that  I  am,  but 
I've  done  something;  I've  got  a  little  experience.  I  think  we  have 
to  look  at:  Is  the  program  really  relevant? 

Then  there's  the  problem  of  having  testing  fairness.  Examina- 
tions discriminate.  There's  no  doubt  about  it.  But  are  they  discrimi- 
nating the  right  way?  Are  we  discriminating  because  we  have  made 
an  effort  to  distinguish  between  those  who  do  not  know  the  mate- 
rial and  those  who  do  know  the  material?  So  that's  a  very  impor- 
tant part  of  it. 

There's  also  a  due  process  part.  Do  you  have  provisions  in  your 
program  to  allow  people  to  appeal  decisions  and  have  a  fair  treat- 
ment on  through  the  process,  to  truly  decide  whether  they  should 
or  should  not  be  certified? 

Then,  maybe  last,  I  would  say  there's  an  independence  in  the 
sense  of  governance.  Is  the  group  that  runs  the  certification  pro- 
gram, their  governing  board  if  you  will,  reasonably  independent  so 
that  somebody  else  can't  come  in  and  overturn  their  decision? 
They — the  board — are  the  experts  at  that  point.  They  are  the  cer- 
tification body. 

My  own  arrangement  is  that  we're  part  of  the  National  Society 
of  Professional  Engineers.  The  governing  board  of  the  National  So- 
ciety does  not  interfere  with  the  governing  board  of  our  certifi- 
cation operation.  They  realize  that  that's  something  they  have  to 
stay  out  of.  They  could  discharge  the  whole  board  if  they  felt  the 
board  went  off  on  some  tangent,  but  other  than  that,  they  stay  out 
of  it. 

Mr.  Chairman,  that's  the  end  of  what  I  had  to  say. 

[Dr.  Antrim's  statement  may  be  found  in  the  appendix.] 

Chairman  Torkildsen.  Thank  you.  Dr.  Antrim.  Now  we'll  hear 
from  Mr.  Halsey. 

TESTIMONY  OF  STEVEN  HALSEY,  IMMEDIATE  PAST  PRESI- 
DENT, INTERNATIONAL  AIR  FILTRATION  CERTIFIERS  ASSO- 
CIATION 

Mr.  Halsey.  Mr.  Chairman,  subcommittee  members  and  guests, 
thank  you  for  the  opportunity  to  testify  on  the  issue  of  professional 
certification  and  its  use  in  the  outside  contractor  bid  process  of 
Government  agencies.  I'll  summarize  my  written  testimony  and  ask 
that  it  be  entered  into  the  record  in  its  entirety. 

Some  companies  have  discovered  a  means  by  which  they  can  use 
the  Government  contract  bidding  process  to  establish  a  monopoly. 
The  company  merely  seeks  out  an  industry  which  is  considering 
the  need  for  professional  certification. 

The  company  establishes  a  steering  committee  to  assist  them  in 
establishing  credibility  within  the  industry.  Questions  of  task  iden- 


tification  and  performance  evaluation  dominate  the  committee 
work. 

Unfortunately,  there  is  one  critical  area  of  the  program  which  is 
left  entirely  to  the  sponsoring  company.  This  area  is  concerned 
with  the  establishment  of  a  system  of  on-going  management,  in- 
cluding pricing  the  examination. 

The  committee  progresses  from  development  to  justification. 
What  seemed  relatively  simply  early  in  the  process  is  becoming  in- 
creasingly difficult.  This  is  because  the  committee  lacks  one  essen- 
tial component  to  the  effective  development  of  such  a  program — ex- 
perience. At  this  stage,  the  committee  members  discover  that,  al- 
though they  have  developed  the  technical  aspects  of  the  program, 
they,  in  fact,  have  little  or  no  authority  over  the  sponsoring  com- 
pany. 

Potential  critics  of  the  proceedings  are  discouraged  from  com- 
menting, due  to  the  obvious  costs  associated  with  questioning  a 
matter  involving  professional  competency.  It  is  easy  for  apologists 
for  the  program  to  question  the  motives,  if  not  the  competence,  of 
one  who  appears  to  be  against  such  a  noble  effort.  It  becomes  in- 
creasingly difficult  to  critique  this  type  of  program  without  being 
portrayed  as  professional  backward  or  incompetent.  The  company 
which  began  this  process  is  free  to  not  only  set  prices  related  to  the 
examinations  as  they  see  fit,  but  also  to  pare  down  the  steering 
committee,  as  the  bulk  of  the  development  is  behind  them. 

Now  the  program  is  instituted  and  the  sponsoring  company  en- 
joys a  monopoly  in  the  field,  backed  by  a  star  chamber  steering 
committee. 

This  is  a  description  of  the  events  which  began  to  unfold  in  our 
industry.  The  final  outcome  has  been  altered  because  some  in  our 
industry  showed  the  courage  to  not  only  speak  out,  but  to  offer  an 
alternative. 

The  point  of  this  narrative  as  it  relates  to  this  subcommittee  is 
this.  Due  to  the  nature  of  professional  certification  and  an  increas- 
ing reliance  upon  such  programs  throughout  both  the  public  and 
private  sectors,  organizations  which  manage  to  insinuate  their  pro- 
grams into  bidding  specifications,  particularly  those  specifications 
relating  to  Government  contracts,  find  themselves  in  a  unique  posi- 
tion of  power  over  an  industry. 

Our  case  involves  the  National  Sanitation  Foundation  Inter- 
national, NSF.  This  organization  is  not  to  be  confused  with  the  Na- 
tional Science  Foundation,  which  also  uses  the  acronym  NSF. 

After  its  public  release,  I  reviewed  copies  of  the  NSF  Program 
with  several  experts  in  the  field  of  human  competency  assurance. 
These  included  the  National  Organization  for  Competency  Assur- 
ance and  the  National  Institute  for  Certification  in  Engineering 
Technologies,  which  is  the  testing  program  sponsored  by  the  Na- 
tional Society  for  Professional  Engineers. 

I  received  a  universally  negative  rating  of  the  program.  In  all 
cases,  I  was  advised  not  to  become  involved  in  this  progpram,  as  it 
was  of  highly  questionable  quality. 

To  appreciate  the  type  of  costs  involved  with  this  program,  one 
need  only  examine  tne  charts  which  accompany  my  testimony. 
Here  we  see  the  initial  examination  cost,  as  compared  with  other 
examples,  including  our  own,  NICET,  and  the  Virginia  Certified 
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Public  Accountant  examinations.  Note  that  the  NSF  fee  is  merely 
15  times  the  cost  of  the  exams  ofiFered  by  NICET  for  engineers  na- 
tionwide. 

Next,  we  see  the  annual  fees  associated  with  these  programs. 
These  are  the  fees  charged  by  the  certifying  body  to  remain  on  the 
active  roles  after  successfully  completing  the  examination  process. 

Finally,  we  see  the  two  costs  side  by  side.  You  will  note  that  the 
annual  fees  associated  with  the  NSF  Program  exceed  the  examina- 
tion fees  charged  by  the  other  agencies.  These  are  the  costs  associ- 
ated with  a  program  which  is  seeking  public  approval.  One  can 
only  speculate  what  the  costs  will  be  once  the  program  is  written 
into  bid  specifications  and  contracts. 

As  a  result  of  the  direct  marketing  campaign  to  our  clients,  at 
least  one  Federal  agency  is  preparing  to  release  bid  specifications 
this  fall  requiring  an  NSF  certification  to  bid  on  a  5-year  contract. 
Not  only  is  this  program  unworthy  of  such  endorsement,  but  the 
agency  in  question  is  viewed  by  our  industry  as  a  leader  in  these 
matters.  Other  groups  often  simply  duplicate  the  language  of  such 
contracts,  assuming  that  this  agency  is  well  informed  and  a  good 
candidate  for  emulation. 

In  summation,  I  would  like  to  respectfully  request  that  the  sub- 
committee investigate  the  use  of  professional  certification  stand- 
ards as  Federal  bid  requirements.  I  would  also  like  to  formally  re- 
quest that  Congressman  Geren  investigate  the  activities  of  the 
NSF  relating  to  this  matter  and  the  written  statements  to  him 
through  his  membership  on  the  Basic  Research  Subcommittee  of 
the  House  Committee  on  Science. 

Thank  you  for  your  time  and  consideration.  I'm  now  prepared  to 
answer  any  questions  that  you  might  have. 

[Mr.  Halsey's  statement  may  be  found  in  the  appendix.] 

Chairman  Torkildsen.  Thank  you,  Mr.  Halsey.  We'll  wait  for  all 
witnesses  to  testify  before  we  enter  into  questions. 

Now  we'll  hear  from  Mr.  Gary  Clark. 

TESTIMONY  OF  GARY  CLARK,  PRESIDENT,  Z-SCAN,  INC. 

Mr.  CiJVRK.  Mr.  Chairman,  members  of  the  subcommittee  and 
guests,  thank  you  for  the  opportunity  to  testify  before  you  today. 
I  would  like  to  summarize  my  written  testimony  and  ask  that  the 
written  document  be  entered  in  the  record. 

In  1991,  the  National  Sanitation  Foundation,  NSF,  released  doc- 
umentation specifying  a  program  for  both  organizational  and  indi- 
vidual certification  in  a  copyright  format.  Independent  Certification 
Services,  ICS,  convened  a  meeting  to  discuss  how  ICS  and  its  nine 
divisional  companies  located  nationwide  and  in  Canada  could  be- 
come both  organizationally  qualified,  as  well  as  individually  quali- 
fied. 

As  president  of  Z-SCAN  and  a  board  member  of  ICS,  I  was 
asked  to  design  the  program  and  submit  the  application  to  NSF. 
I  proceeded  with  the  design  of  the  program  and  had  numerous 
teleconferences  with  NSF  to  ensure  my  interpretation  was  in  agree- 
ment with  the  intent  of  the  1991  NSF  document. 

During  the  development  of  the  ICS  Program,  my  company  and 
eight  other  companies  of  ICS  informed  our  customer  base  nation- 
wide we  were  submitting  application  for  certification  of  organiza- 


tional  and  individual  certification.  We  felt  this  was  necessary  be- 
cause NSF  released  a  program  nationwide  to  our  customers  as 
operational  in  1991. 

In  late  summer  of  1991  we  submitted  the  application  and  check 
to  NSF  for  both  organizational  certification  and  individual  certifi- 
cation. Both  our  check  and  application  were  returned. 

In  November  of  1992,  I  sent  a  letter  to  NSF  and  requested  they 
provide  the  ICS  with  answers  to  six  different  questions.  In  addi- 
tion, I  explained  the  embarrassment  that  the  ICS  had  suffered  due 
to  ncftification  of  our  nationwide  customer  base  of  our  intent  to  par- 
ticipate in  a  program  that  was  no  longer  in  existence.  We  never  re- 
ceived a  response. 

I  estimate  that  the  ICS  has  well  over  600  man-hours  involved  in 
our  original  document  to  comply  with  the  May  1991  document.  In 
addition,  we  had  to  retract  the  statements  made  to  our  customer 
base. 

In  some  cases,  I  had  to  attend  meeting  at  various  universities 
that  had  received  literature  from  NSF  and  had  included  the  NSF 
requirement  into  their  bid  specification.  I  explained  that  there  was 
no  NSF  Program  or  NSF-certified  personnel.  To  my  knowledge,  at 
no  time  did  NSF  attempt  to  notify  any  users  that  there  wasn't  a 
program  in  existence. 

In  July  1992,  Z-SCAN  wrote  to  Mr.  Pete  Geren,  Member  of  Con- 
gress, 12th  District,  Texas,  and  asked  that  he  investigate  our  con- 
cerns. In  August  1992,  Mr.  Geren  forwarded  NSF's  reply  to  us.  In 
this  reply,  NSF  stated  to  Mr.  Geren  that  an  organizational  pro- 
gram was  under  development  and  it  should  be  released  in  the  fall 
of  1992.  As  of  this  date,  there  still  is  no  program.  Thank  you. 

[Mr.  Clark's  statement  may  be  found  in  the  appendix.] 

Chairman  Torkildskn.  Thank  you,  Mr.  Clark.  The  committee 
very  much  appreciates  your  brevity,  as  well  as  the  content  of  your 
testimony. 

Mr.  Simione. 

TESTIMONY  OF  FRANK  SIMIONE,  VICE  PRESIDENT  OF 
OPERATIONS,  AMERICAN  TYPE  CULTURE  COIXECTION 

Mr.  SiMlONK.  Good  morning.  Thank  you.  I'm  going  to  summarize 
this,  so  I  ask  also  that  the  written  testimony  be  entered  into  the 
record. 

I  just  want  to  recap,  I  am  vice  president  for  operations  and  safe- 
ty officer  at  ATCC  and  I'm  also  vice  chairman  of  an  ASTM  commit- 
tee on  biotechnology  and  have  been  a  member  of  that  committee  for 
the  past  10  years. 

I'm  going  to  be  presenting  my  testimony  from  two  points  of  view; 
one,  as  a  user  of  these  contract  services,  and  from  another  point 
of  view,  that  is  from  the  voluntary  consensus  standards  point  of 
view  through  these  organizations. 

Now,  ATCC  competes  for  Government  grants  and  contracts  as 
part  of  its  business,  and  it  also  provides  products  and  services  to 
industry  and  other  activities.  We  therefore  have  a  program  in  place 
because  of  our  Government  contracts,  which  is  a  small  part  of  our 
business,  to  procure  products  and  services  from  small,  and  small 
disadvantaged  businesses.  So  we're  well  aware  of  the  need  to  offer 
competitive  bidding.  What  I  want  to  address  is  how  we  go  about 
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qualifying  our  vendors,  and  I'll  give  you  a  couple  of  examples  in  a 
minute. 

First  of  all,  we  do  not  rely  solely  on  the  qualification  of  the  vend- 
er that  provides  us  with  the  services  and  products.  Our  solicita- 
tions carry  with  them  specific  requirements,  and  these  specifica- 
tions are  to  ensure  that  their  products  and  services  meet  our  par- 
ticular needs.  So  we  often  qualify  by  performance  testing  products 
in  our  laboratories  before  we  buy  them,  and  we  also  qualify  the 
performance  of  our  vendors  who  provide  contract  services  on  an  on- 
going basis  to  assure  that  they're  providing  the  service  that  meets 
our  particular  needs. 

Two  examples  have  been  cited  in  my  testimony.  One  is  that  we 
buy  fetal  bovine  serum  as  a  critical  component  for  growth  of  our 
tissue  cultures,  and  this  product  must  be  of  excellent  quality  to  en- 
sure growth  promotion  and  continued  purity. 

The  providers  of  the  fetal  bovine  serum,  and  there  are  several  of 
them,  adhere  to  strict  standards  of  quality,  and  these  are  industry- 
wide standards,  and  their  promotional  claims  state  that.  Despite 
this,  we  require  testing  of  each  lot  of  the  serum  in  our  laboratories 
to  assure  that  it  meets  our  standards  before  we  will  buy  it.  Any 
provider  can  come  in  and  provide  us  material  to  test. 

The  standards  for  the  fetal  bovine  serum,  are  published  and 
there  is  a  consensus  standard  on  fetal  bovine  serum  that  was  put 
together  by  NCCLS,  the  National  Committee  on  Clinical  Labora- 
tory Standards,  and  I've  been  working  with  them  for  a  number  of 
years  on  voluntary  consensus  standards. 

A  second  element  is  contract  services.  Our  safety  program  at 
ATCC,  at  least  I  like  to  think,  being  safety  officer,  meets  or  exceeds 
the  requirements  for  the  practices  in  all  areas  of  the  program.  We 
adhere  to  OSHA  standards,  such  as  the  blood-borne  pathogens  and 
hazard  communication  standards  for  biological  and  chemical  safety. 

There  are  many  organizations  that  use  these  standards,  in  my 
opinion,  citing  the  Government  standards  as  a  means  to  leverage 
their  services  to  organizations  such  as  the  ATCC.  They  offer 
canned  programs.  They  come  in  and  say  that  our  program  will 
meet  the  standards  and,  in  fact,  if  you  don't  buy  our  program,  you 
may  not  be  in  compliance. 

We  do  not  believe  in  that.  We  believe  that  sometimes  the  canned 
programs  may  not  even  be  effective  in  all  situations. 

So  each  of  the  organizations  that  comes  in  to  us  must  meet  our 
specific  needs  and  continue  to  be  qualified,  and  that  is  indeed  the 
case  with  our  biological  safety  cabinet  certification  contractor. 

Now  in  my  opinion,  and  1 11  read  some  of  this,  any  organization 
that  develops  its  own  standard  for  performance  and  then  claims 
their  standard  to  be  the  only  means  of  compliance  not  only  does  not 
allow  a  level  playing  field  for  competitive  bidding,  but  does  a  dis- 
service to  the  user,  as  well.  Again,  I'm  representing  the  user. 

Further,  in  my  opinion  it  is  inappropriate  for  any  Government 
agency  or  private  organization  attempting  to  responsibly  choose  a 
competent  contractor  to  limit  the  bidding  process  to  only  those  ven- 
dors claiming  to  possess  the  specific  certification  required. 

The  most  effective  means  of  assuring  qualified  products  and  serv- 
ices is  to  develop  the  qualifications  through  a  consensus  process. 
The  consensus  process  ensures  that  the  standard  development  in- 


11 

eludes  input  from  the  producer;  that  is,  the  provider  of  the  product 
or  service;  the  user,  and  experts  in  the  specified  area  of  standard 
development. 

The  two  organizations  I've  been  working  with,  ASTM  and 
NCCLS,  for  the  past  10  or  12  years,  have  consensus  standard  proc- 
esses that  are  examples  of  the  effectiveness  of  this  mechanism  in 
developing  the  standards. 

As  a  user  of  products  and  services,  I'm  comfortable  only  with 
quality  and  certification  that  have  evolved  from  a  broad  consensus. 
I  worry  a  little  bit  when  it's  coming  from  a  single  source.  I'm  un- 
comfortable with  claims  of  quality  performance  from  vendors  that 
have  developed  their  own  standards  and  use  scare  tactics  that  in- 
clude an  implication  of  noncompliance.  It's  only  when  standards 
are  developed  by  consensus  and  made  available  to  both  the  users 
and  producers  can  the  level  playing  field  be  provided  for  all  poten- 
tial bidders  and  quality  be  provided  at  a  fair  cost  for  the  user. 
Thank  you. 

[Mr.  Simione's  statement  may  be  found  in  the  appendix.] 

Chairman  TORKILDSEN.  Thank  you  for  your  testimony,  Mr. 
Simione.  As  you  can  tell  from  the  bells,  we  have  a  roll  call  in 
progpress  on  the  House  fioor.  We're  going  to  recess  briefly  for  that 
vote.  It  should  be  somewhere  along  the  lines  of  10  to  15  minutes 
when  we  return.  We'll  hear  the  testimony  of  Mr.  Prevar  and  then 
take  questions. 

So  the  committee  stands  in  recess. 

[Recess.] 

Chairman  ToRKlLDSEN.  The  committee  will  come  to  order.  Now 
our  next  witness  scheduled  to  testify  is  Mr.  Prevar  from  the  De- 
partment of  Agriculture.  Mr.  Prevar? 

TESTIMONY  OF  DAVE  PREVAR,  MANAGER  OF  SAFETY  AND 
HEALTH,  BELTSVnXE  AGRICULTURAL  RESEARCH  CENTER, 
U.S.  DEPARTMENT  OF  AGRICULTURE 

Mr.  Prevar.  Thank  you,  Mr.  Chairman.  I'm  kind  of  glad  that  I 
got  to  go  last  here,  because  I'm  sort  of  representing  a  scientific 
background  and  I'm  also  in  a  position  of  still  doing  homework  for 
having  to  go  out  and  find  a  contractor  who  I  hope  is  qualified  to 
do  the  kind  of  work  that  my  predecessors  on  the  panel  have  men- 
tioned needs  to  be  done. 

I've  been  a  scientist.  I  worked  at  the  National  Institutes  of 
Health  and  I  worked  with  respiratory  viruses,  and  I  was  also  famil- 
iar with  some  of  the  other  research  at  NIH,  especially  when  I 
transferred  my  research  skills  over  to  the  Division  of  Safety  at  the 
NIH. 

I  was  a  safety  and  health  consultant  for  several  of  the  institutes 
and,  in  that  capacity,  I  was  not  only  using  my  experience  from  hav- 
ing used  biological  safety  cabinets  myself  on  an  almost  daily  basis; 
I  was  teaching  other  scientists  how  to  use  their  biological  safety 
cabinets,  in  addition  to  not  having  accidents  up  in  the  laboratory, 
and  things  like  that. 

Then  I  transferred  to  the  Department  of  Agriculture,  at  the 
Beltsville  Agricultural  Research  Center,  where  I'm  in  charge  of  all 
the  facets  of  safety  out  there.  I've  only  recently,  very  recently,  been 
given  the  task  of  acquiring  a  new  contractor  because  the  present 


contract  is  going  to  run  out  for  certification  of  biological  safety  cabi- 
nets. 

The  need  for  competency  in  this  area  is  no  less  important  at  Ag- 
riculture than  it  is  anywhere  else  that  works  with  pathogens. 
There's  a  human  nutrition  center  that  uses  human  blood  and  Dody 
fluids.  There  is  a  parasitology  unit  that  works  with  diseases  that 
can  infect  humans.  The  plant  scientists,  sometimes  overlooked,  the 
plant  scientists  who  work  with  plant  diseases  need  to  have  proper 
containment  so  that  their  research  isn't  ruined  by  cross-contamina- 
tion. I  think  it's  already  become  evident  that  the  need  for  com- 
petency in  this  area  has  been  well  established. 

Where  I  stand  as  a  neophyte  in  seeking  a  contractor  for  these 
services  is  I  have  to  rely  on  my  background  and  my  experience  and 
just  start  doing  my  homework.  I  consider  being  here  part  of  my 
homework.  I'm  learning  an  awful  lot  just  by  being  here. 

I  have,  of  course,  heard  of  the  National  Sanitation  Foundation's 
Standard  49  because  people  I  work  with  have  been  involved  with 
committees  and  associations  that  write  things.  The  biosafety  "bible" 
that  the  CDC  and  NIH  put  out  mentions  that  standard,  although 
they  don't  mention  the  accreditation  program. 

But  the  way  I've  been  more  or  less  steered  in  my  education  is 
to  regard  the  National  Sanitation  Foundation  as  having  been  devel- 
oped as  a  consensus  standard  of  professionals  and  it's  an  interest- 
ing education  for  me  to  see  that  there  might  be  some  controversy 
over  that. 

I  think  what  we  need  in  this  business  would  be  a  truly  objective 
standard.  I  don't  know  if  there  is  one  now.  I've  heard  of  other  orga- 
nizations, in  my  short  amount  of  homework  that  I've  been  doing, 
that  are  in  the  business  of  certifying  people  in  this  field. 

I've  been  particularly  interested  in  some  of  the  testimony  I've 
heard  and  what  I've  learned  is  that  some  other  certifications  do  not 
require  hands-on  training,  for  example.  My  own  personal  feeling  at 
this  point  was  that  I  thought  that  hands-on  training  would  be  ap- 
propriate because,  for  example,  I  wouldn't  want  an  automobile  me- 
chanic working  on  my  car  unless  they  had  hands-on  training  before 
they  did  it.  I  regard  health  and  safety  as  being  something  worthy 
of  being  checked  out  in  competency  of  who  you  hire. 

At  this  point,  I  can  say  that  I  was  told  by  the  National  Sanita- 
tion Foundation  that  their  exams  cost  about  $1,500.  They've  told 
me  where  they  administer  the  exam.  Harvard  School  of  Public 
Health  offers  the  classes  and  the  exam,  and  a  private  institute,  and 
a  place  in  Pennsylvania,  and  I  don't  know  what  their  name  is. 

So  personally,  I  hadn't  regarded  the  cost  as  being  prohibitive.  I 
mean,  that's  just  my  own  personal  feeling  and  again,  I'm  pretty 
much  of  a  neophyte  in  this  area  right  now.  Of  course  I'm  going  to 
be  contacting  the  NIH  and  the  CDC  and  other  places  just  because 
that's  where  people  I  know  work.  Also,  because  I'm  here  today,  I'm 
learning  there  are  some  other  people  I  can  talk  to  in  doing  my 
homework. 

At  this  time,  I  haven't  prepared  my  RFP.  I've  heard  references 
to  the  NIH.  I  know  that  their  RFP  hasn't  been  published  yet  and 
so  I  think  it  might  be  premature  to  say  what  they're  going  to  have 
in  it  yet  because  no  one  would  really  know  until  they  put  it  on  the 
street. 
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Personally,  we  do  utilize  small  business  at  my  place.  The  present 
contractor  is  a  small  business  organization  and  because  of  my  expe- 
rience, I  can  only  say,  in  all  honesty,  that  I  regarded  the  NSF  as 
the  consensus  standard.  I  thought  it  was  objective.  Maybe  it's  not, 
from  what  I'm  hearing.  But  I'm  also  not  going  to  restrict  it.  I'm  not 
going  to  specify  that  as  a  sole  requirement. 

I  mean,  anyone  can  demonstrate  to  me  how  their  accreditation 
is  equal  to  that,  and  I'll  just  have  to  look  at  the  offers  when  they 
come  in.  Thank  you. 

[Mr.  Prevar's  statement  may  be  found  in  the  appendix.] 

Chairman  Torkildsen.  Thank  you  for  your  testimony  and  I  will 
follow  up  on  that  line.  Do  you  agree  that  if  there's  a  sole  source 
certification,  that  that  pretty  much  creates  a  monopoly  for  someone 
to  do  bid  work  for  the  Federal  Government  and  that,  in  and  of  it- 
self, in  most  cases,  would  not  be  desirable? 

Mr.  Prevar.  I  hadn't  yet  regarded  requiring  that  particular  ac- 
creditation as  a  sole  source  requirement  because  what  I  always  re- 
garded as  sole  source  was  naming  a  particular  company  as  the  only 
one  who  can  perform  the  work,  and  I'm  just  learning  that  there  s 
another  way  of  looking  at  that  terminology. 

So  that's  why  I've  been  really  interested  this  morning  in  learning 
about  how  many  other  accreditation  programs  there  are  indeed, 
and  looking  at  the  relative  costs. 

Now,  I  had  viewed  $1,500  as  not  being  that  much,  but  I'm  not 
in  the  business.  I  don't  know  how  small  Businesses  regard  that  as 
an  expense. 

Chairman  Torkildsen.  The  next  question  in  succession  to  that 
is  if  an  entity  does  have  a  sole  source  certification  lock,  doesn't  that 
give  them  much  greater  ability  to  increase  their  fees?  I  don't  know 
if  anyone  on  the  panel  knows  what  the  historj'  was  of  NSF  at  any 
time  prior  to  them  having  this  sole  source  certification  requirement 
in  certain  Federal  bids  or  not,  but  would  you  or  anyone  on  the 
panel  see  that  that  would  certainly  give  any  entity  the  ability  to 
increase  its  prices  when  they  are,  de  facto,  a  monopoly  for  this  spe- 
cific niche? 

Mr.  Prevar.  That  would  be  so  if  the  NSF  were  held  in  such  high 
esteem  that  it  would  be  worth  specifying  them  to  raise  the  prices. 
That's  just  my  gut  feeling  on  that. 

Mr.  Halsey.  Mr.  Chairman,  if  I  may  address  that,  we've  men- 
tioned one  of  the  agencies  that  is  preparing  to  list  the  NSF  as  a 
requirement  to  bid.  That  information  comes  directly  from  the  bid- 
ding office  of  that  agency. 

That's  a  5-year  contract  and  I  think  the  issue  that  we're  raising 
here  and  that  you're  alluding  to  is  that  once  that  is  written  into 
a  5-year  contract  as  a  requirement,  we,  as  small  businessmen, 
must  do  whatever  NSF  or  any  other  agency  that  we're  involved 
with  in  this  fashion  requires  of  us. 

If  they  double,  triple  or  quadruple  those  prices,  we're  contrac- 
tually bound  to  maintain  that  certification.  I  think  that  is  the  prob- 
lem that  we  have  here,  is  that  the  monopoly  develops  once  long- 
term  contracts  are  written  with  these  specifications  in  there. 

Chairman  Torkildsen.  I  have  several  more  questions  on  this 
line,  but  I  don't  want  to  monopolize  the  time,  so  I'm  going  to  ask 
the  ranking  member,  Mr.  Poshard,  if  you  have  any  questions. 
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Mr.  PosHARD.  Mr.  Chairman,  thank  you. 

Help  me  get  into  the  mind  of  the  people  who  start  this  up  now 
because,  Mr.  Halsey,  as  I  understand  from  your  testimony,  it's  your 
judgment  that  this  whole  procedure  is,  by  design,  from  the  begin- 
ning, it's  people  who  say,  "Look,  here's  a  good  way  to  make  some 
money.  Here's  a  good  way  to  startup  a  business  of  our  own." 

It  doesn't  come  from  the  motivation  of  practitioners  in  the  field 
who  feel,  for  the  sake  of  their  products  and  for  the  sake  of  their 
ability  to  market  those  products  in  an  effective  way,  we  ought  to 
set  some  standards  here  and  police  ourselves  and  make  sure  that 
the  public  knows  that  these  products  are  being  made  well. 

So  you're  saying  that  this  procedure  is  by  design  from  the  begin- 
ning, and  the  motivation  for  it  is  not  always  pure. 

Mr.  Hai^ey.  That's  correct.  I  think  probably  the  best  way  to  look 
at  this  is  first  off,  let  me  distinguish:  Our  industry  approached  the 
NSF  for  help  in  this  matter.  We  were  looking  for  a  viable  group 
to  provide  this  service  for  us.  Initially,  NSF  seemed  like  a  reason- 
able body.  They  did  not  certify  in  any  way  human  beings  at  that 
point,  but  they  had  been  involved  in  our  industry  in  a  product  test- 
ing capacity. 

Our  industry  started  that  process  with  them.  What  apparently 
happened  was  NSF  noticed  that  this  was  a  very  lucrative  field  to 
get  into.  They  set  a  pricing  schedule  and  immediately  started  mak- 
ing decisions  and  doing  things  vis-a-vis  Mr.  Geren's  experience  and 
others  that — remember,  we're  talking  about  an  agency  that  we're 
asking  to  provide  the  credentials  for  our  industry.  This  is  the  over- 
sight of  our  industry. 

So  what  we  saw  was  a  pattern  of  behavior  that  belied  that  type 
of  altruistic  goal.  We  saw  very  specific  evidence  of  cost-based  deci- 
sions, the  removal  of  the  organizational-based  program. 

Our  concern  as  an  industry  right  now  is  the  NSF  has  stated  pub- 
licly and  repeatedly,  and  I  can  provide  you  with  these  documents, 
that  it  is  their  intention  that  every  human  that  does  this  work  in 
our  industry  must  have  this  NSF  certification.  That's  an 

Mr.  PosHARD.  Individually? 

Mr.  Halsey.  Individually.  The  concern  is  once  that's  happened, 
once  this  is  written  into  contracts,  the  phantom  organizational  pro- 
gram, which  Mr.  Greren  specifically  asked  about,  can  then  be 
dropped  on  our  industry.  We  will  have  no  choice  at  that  point. 

The  kind  of  costs  that  you  see  there  are  just  for  every  person. 
So  if  a  company  has  15  employees,  multiply  these  costs  by  15.  I 
might  note  that  that's  a  5-year  program.  You  pay  the  $1,300  in 
year  one.  You  pay  $225  to  $250  per  year  to  stay  on  a  list  for  the 
next  4  years,  then  you  start  over. 

So  our  concern,  if  I  may,  is  that  after  this  process  has  gone  this 
far,  this  group  now  can  say,  "Now  the  organizational  program  is 
there,"  and  we'll  have  no  choice.  We  must  take  part  in  this. 

Mr.  PosHARD.  Now,  do  you  know,  outside  your  own  particular  in- 
dustry, is  this  a  widespread  way  of  doing  business  with  respect  to 
certification  across  many  industries  in  this  country? 

Dr.  Antrim.  Let  me  answer  that  one,  because  I  think  I  have 
some  knowledge.  I  cannot  really  tell  you  name  by  name,  but  I  will 
answer  you  in  a  very  positive  sense. 
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Yes,  this  does  happen.  In  fact,  what  often  happens  is  that — and 
I  wrote  myself  a  note  in  this  situation — this  NSF  has  a  standard 
that  deals  with  this  industry  that  these  people  are  concerned  with. 

So  then  the  thing  to  do  is  to  turn  right  around  and  now  certify 
the  people  who  are  going  to  be  using  or  applying  that  standard,  be- 
cause you've  got  a  link.  You've  got  control  of  it.  That  approach  is 
often  developed.  It  may  not  be  that  kind  of  a  standard,  a  product 
standard  or  something,  but  it  may  be  some  other  standard,  so  we 
can  turn  right  around  and,  while  we're  at  it,  we  can  get  into  the 
training  business  because  only  we  know  what  we  want. 

Mr.  PosHARD.  So  it  feeds  on  itself. 

Dr.  Antrim.  It  feeds  on  itself,  yes.  There  are  not  that  many  pure 
third  party  certification  bodies.  I  mean,  that's  the  goal  of  the  ac- 
creditation criteria  I  mentioned  earlier  about  the  NCCA,  Try  to  get 
out  there  so  you're  sitting  out  here  as  a  third  party,  not  being  gov- 
erned by  some  other  parts  of  an  entity. 

Mr.  PosHARD.  Let  me  ask  you  this.  In  order  to  be  credible  as  a 
certification  agency,  they  must  have  some  of  the  "named  people"  on 
the  census  board  or  group  or  whatever  that  helps  them  set  these 
standards. 

At  some  point  along  the  line,  those  people  have  to  be  cut  loose, 
I  would  think,  if  the  agency  or  the  business  is  going  to  maintain 
control.  Why  aren't  these  people  blowing  the  whistle  on  a  process 
like  this?  Why  are  they  letting  themselves  be  used? 

Mr.  Halsey.  If  I  may,  we've  run  into  the  situation — Mr.  Prevar 
mentioned  one  of  the  companies  in  Pennsylvania.  He  wasn't  sure 
who  that  was.  That  company  is  a  competitor  of  the  company  that 
I  do  business  with,  that  I  m  employed  by. 

In  other  words,  the  NSF  has  on  its  steering  committee  peers  of 
mine  who  have  spent  a  great  deal  of  time  and  money  developing 
this.  They  are  among  the  small  handful  of  individuals  who  have 
gone  through  this  program. 

We  are  now  expected  to  go  to  our  competitors  for  a  practical  ex- 
amination. In  other  words,  I  would  go  to  my  competitor's  facility 
and  have  them  take  part  in  testing  me,  a  direct  competitor  with 
them.  That  is  the  program  as  it  exists. 

So  these  people  have  a  very  good  reason  to  not  blow  the  whistle 
on  this.  One,  their  reputations  and  names  have  been  tied  to  this 
for  a  long  time.  I  think  that  is  the  biggest  reason.  They  went  into 
this  with  a  noble  intent.  What  happened  was  it  got  away  from 
them.  They've  made  a  very  big  deal,  which  is  reasonable.  They  told 
their  peers,  their  clients  and  things  like  this,  "Look  what  I'm  doing. 
Look  at  the  role  I  play  in  this  industry." 

Once  things  start  turning  sour,  it  is  very  humiliating  to  try  and 
get  out  of  that.  Your  name's  all  over  it. 

Additionally,  if  this  program  succeeds,  you  are  rising  into  the  as- 
cendancy into  the  control  of  an  industry.  Make  no  make,  that's 
what  we're  talking  about,  the  absolute  control  of  who's  allowed  to 
work  in  this  industry.  That's  a  very  serious  matter  and  a  very  pres- 
tigious matter. 

Mr.  PosHARD.  Thank  you,  Mr.  Chairman. 

Chairman  Torkildsen.  Thank  you.  Mr.  Geren. 

Mr.  Geren.  Thank  you,  Mr.  Chairman.  Once  again,  I  want  to 
thank  you  very  much  for  allowing  me  to  participate  in  this  hearing. 
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I  appreciate  the  opportunity,  and  thank  you  for  holding  this  hear- 
ing. 

Mr.  Clark,  I  appreciate  your  being  up  here  and  leaving  beautiful 
Spring  Town,  Texas  to  come  to  hot  and  muggy  Washington,  DC. 

Mr.  Halsey,  your  suggestion  about  our  Basic  Research  Commit- 
tee looking  into  this  is  a  good  one  and  I'm  certainly  going  to  discuss 
it  with  the  chairman.  I  appreciate  it. 

In  trying  to  make  this  system  work  for  small  business,  it  would 
seem  to  me  very  important  to  make  sure  the  small  business  per- 
spective is  represented  when  some  of  these  decisions  are  made. 

As  I  understand  it,  NSF  included  only  one  small  business  person 
on  the  task  force  they  created  to  work  on  the  certification.  Mr. 
Clark,  could  you  speak  to  that  and  the  significance  of  that?  I  guess 
first  confirm  that  it's  true,  to  the  best  of  your  knowledge. 

Mr.  Clark.  To  the  best  of  my  knowledge,  yes.  Mr.  Topolski  was 
the  original  director,  and  under  his  guidance,  the  1991  document 
would  have  been  workable  within  small  business.  I  had  quite  a  few 
conversations  with  Mr.  Topolski  and  I  had  asked  him  to  appoint 
some  small  companies.  I  believe  there  ended  up  to  be  two  small 
companies. 

However,  the  1991  document  was  actually  delivered  before  they 
were  appointed  to  that  committee.  But  again,  that  document  could 
have  been  workable,  and  Mr.  Topolski  seemed  to  be  willing  to  work 
with  us.  But  he  resigned  or  he  was  fired.  I'm  not  sure  why,  but 
there  was  a  lot  of  revenues  being  lost  here  if  all  technicians  were 
not  to  be  certified. 

So  consequently,  the  next  document  that  came  out  in  1992,  we 
did  have  some  small  business  participation  in  it.  I  might  add  that 
both  of  the  individuals  that  participated  are  also  now  NSF-quali- 
fied. 

So  I  don't  know  whether  I  can  correlate  to  this,  but  it's  been  a 
hard  road  since  their  program  left.  What  we  did,  we  went  back  and 
formed  our  own  association,  and  we  have  50  small  business  compa- 
nies, and  we  have  our  own  certification  program.  We're  gaining  the 
recognition.  We're  not  a  competitive  level  with  the  NSF.  We  don't 
have  the  money  that  the  NSF  has,  but  our  program  is  being  of- 
fered, as  well. 

Mr.  Geren.  So  you  don't  have  any  objection  to  a  certification 
process.  You  believe  that's 

Mr.  Clark.  No,  sir. 

Mr.  Geren.  Well,  in  getting  back  to  the  point  about  the  small 
business  representation  on  the  task  force,  I  note  Mr.  Halsey's  testi- 
mony quotes  NSF's  newsletter  to  your  industry  dated  March  20, 
1995  as  saying,  "What's  best  about  this  program  is  that  it  costs  you 
nothing." 

In  your  letter  to  me,  you  talked  about  the  high  cost  of  the  exam, 
cost  of  shipping  expensive  equipment,  travel  costs,  et  cetera.  Would 
you  discuss  the  costs  associated  with  participating  in  this  process. 

Mr.  Clark.  Certainly.  Our  equipment  is  delicate  and  it's  trans- 
ported in  vans  throughout  Texas.  We  cover  the  Southwest  and  11 
different  States.  To  get  tested  by  the  NSF,  the  locations  that  I 
know  of  right  now  are  Ann  Arbor,  Michigan,  Pennsylvania,  which 
would  be  a  competitor,  not  directly  of  mine,  and  Harvard.  I  think 
Harvard  only  offers  that  once 


17 

Mr.  Geren.  Is  that  in  the  United  States? 

Mr.  CiwRK.  So  I  have  to  cut  a  technician  loose.  I'm  talking  prob- 
ably 4  days  of  down  time.  I'm  talking  about  paying  for  the  test,  the 
written  test,  and  then  getting  qualified  in  the  program,  and  that's 
one  individual.  I  have  11  technicians  that  would  have  to  undergo 
this  and  11  transportation  costs. 

I  can  ask  the  NSF  to  come  to  us  if  I  could  go  out  on  my  own  and 
find  these  hoods  at  a  hospital  or  a  university,  at  $845  a  day  plus 
expenses. 

Mr.  Geren.  I  appreciate  that  testimony  because  I  think  that 
shows  a  very  good  example  of  the  absence  of  the  appreciation  for 
the  world  in  which  the  small  business  person  lives  in  this  country. 
To  think  that  a  business  of  your  size  has  to  send  each  employee 
up,  lose  4  days  of  work,  absorb  all  the  expenses  of  sending  this  per- 
son to  Michigan  or  Massachusetts  or  wherever  else,  it's  just  an  un- 
realistic burden  to  place  on  a  small  business.  To  me,  it's  almost  as 
bad  as  saying  you  can't  bid. 

Would  anybody  else  like  to  comment  on  their  experience  either 
with  NSF  or  related  entities,  from  the  perspective  of  the  smaller 
business? 

Dr.  Antrim.  I'd  like  to  address  that.  Frankly,  I  would  say  it's  not 
limited  to  the  small  business.  Even  the  big  businesses  are  watching 
those  kinds  of  costs.  But  the  idea  of  having  to  have  particular 
equipment  to  be  used  for  somebody  to  get  certified,  it  really  boils 
down  to  how  do  you  do  this?  And  if  it's  done  right,  which  it  could 
be  done  right,  very  expensively,  but  it  could  be  done  right,  you 
would  have  to  have  what  I  will  call  standard  equipment,  and  this 
presumes,  let's  say,  that  there's  only  one  manufacturer  who  makes 
the  particular  thing  or  if  there  are  10,  you  have  to  have  one  of  each 
because  obviously,  whoever  is  going  to  get  certified  should  be  pro- 
ficient on  all  such  equipment. 

You'd  have  to  have  that  equipment  transported  around  the  coun- 
try or  you'd  have  to  duplicate  it  at  different  sites,  wherever  you're 
going  to  do  the  performance  evaluation.  Then  you'd  have  to  have 
an  examiner  who  can  evaluate  whether  this  person  truly  knows 
how  to  use  the  equipment. 

Now  you're  back  to  people.  I  can  take  those  of  you  right  here  in 
front  of  me,  and  each  one  of  you  would  examine  somebody  dif- 
ferently. Even  if  you're  an  expert  in  the  area,  you're  going  to  look 
at  that  person  doing  this  thing  on  this  equipment  a  little  dif- 
ferently. 

So  you  have  to  train  the  examiners,  to  get  them  all  to  be  consist- 
ent, and  retrain  them  periodically.  It  is  a  very  expensive  propo- 
sition. It  really  boils  down  to  the  fact  that  to  do  it  right,  as  I  say, 
it  would  probably  be  even  more  expensive  than  what  they're  saying 
here.  I  recognize  that. 

We  run  into  that  in  our  own  business.  A  lot  of  our  certification 
programs  rely  on  ASTM,  American  Society  for  Testing  and  Mate- 
rials standards — a  standard  method  for  testing  this  or  testing  that. 
It's  just  something  that  we  cannot  do  economically  and  everybody 
agrees  with  us. 

If  we  went  to  competitors — that's  a  good  enough  word — to  run 
our  tests,  obviously  some  of  the  ones  there  are  not  the  competitors, 
but  anybody  else  that  comes  to  that  site  probably  is  a  competitor — 
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if  that  firm  was  willing  to  let  their  equipment  be  used,  they  run 
into  a  liability  problem.  What  if  one  of  these  examinee'  gets  hurt 
while  doing  a  test?  Who's  paying  for  that?  I  mean,  it's  really  the 
logistics,  the  costs,  all  of  this. 

So  you  look  for  alternative  ways  of  evaluating,  does  somebody 
know  how  to  perform  that  particular  test,  if  you  will,  that  method 
of  test?  Written  exams  will  do  quite  well  if  they're  properly  con- 
structed. I  won't  say  they're  the  best,  but  they  can  do  a  very  good 
job.  Then  you  can  get  into  computers  with  simulation  approaoies. 

So  there  are  alternative  approaches  that  are  less  expensive  and 
really  would  do  a  more  consistent  evaluation  of  that  person's  per- 
formance. 

Mr.  Geren.  Thank  you.  Thank  you,  Mr.  Chairman.  I  see  my  red 
light  is  blinking  there. 

Chairman  ToRKiLDSEN.  Thank  you,  Mr.  Geren.  As  time  allows, 
we'll  probably  go  through  a  second  round  of  questioning. 

I'd  like  to  get  back  to  some  of  the  questions  I  asked  or  alluded 
to  in  my  opening  statement.  The  potential  for  problems  if  a  Federal 
employee,  a  foreign  agency,  which  may  end  up  requiring  certifi- 
cation for  a  bid  requirement,  actually  serves  on  either  a  Doard  of 
a  certifying  group  or  of  a  related  group. 

Mr.  Prevar  or  anyone  on  the  panel,  do  you  see  that  as  presenting 
possible  problems  if  there  is  that  connection  through  a  Federal  em- 
ployee serving  on  such  a  board? 

Mr.  Prevar.  I  think  that  one  would  have  to  question  the  motives 
of  why  is  the  person  on  that  steering  committee  to  beg^n  with,  to 
answer  that.  I  don't  know  what  their  motives  are.  Again,  I'm  kind 
of  a  neophyte  in  this,  but  I  had  regarded  the  NSF  as  a  not-for-prof- 
it organization  that  had  developed  a  standard  by  consensus. 

As  I  said  earlier,  where  I'm  coming  from,  I  thought  that,  well, 
that's  sort  of  like  ANSI  standards  or  the  NFPA  or  something  like 
that  that  get  adopted  as  reference  standards.  That's  the  world  I 
was  educated  in  and  that's  where  I've  been  coming  from. 

But  I'm  wondering  now,  is  there  an  objective  standard?  I  think 
there  needs  to  be,  to  measure  competency.  That's  my  big  question 
now.  Is  there  an  objective  standard?  I  mean,  I'm  sure  everyone  in 
this  room  is  of  the  highest  ethical  and  moral  character,  but  what's 
to  stop  someone,  as  was  alluded  to  earlier,  from  just  hanging  out 
a  shingle  and  saving,  "I  can  do  this,"  because  the  stakes  are  very 
high  in  this  field,  when  you're  working  with  pathogens  and  plant 
diseases  and  things  like  that. 

Chairman  Torkildsen.  Would  anyone  else  like  to  respond?  Mr. 
Halsey? 

Mr.  Halsey.  Mr.  Chairman,  if  I  may,  I  mentioned  in  my  written 
statement  I  think  a  very  disturbing  experience  I  had  that  directly 
relates  to  that  question.  When  Mr.  Clark  had  the  problem  that  he 
had,  I  had  dealt  with  some  very  competent  people  in  Mr.  Geren's 
staff  quite  a  number  of  years  ago  on  another  matter. 

Mr.  Clark  had  called  just  a  number  of  certifiers  across  the  Unit- 
ed States  to  say,  "What  do  you  think  about  this?"  He  was  just  try- 
ing to  get  kind  of  a  consensus  in  the  industry.  To  him,  this  didn't 
look  right.  He  was  a  small  businessman,  and  that's  a  critical  part 
here.  We  can't  jump  on  airplanes  and  attend  meetings  across  the 
country  to  constantly  protect  our  interests. 
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So  when  Mr.  Clark  asked  me  about  it,  having  had  some  sHght 
experience  with  Mr.  Geren's  staff,  I  suggested  that,  because  he  was 
in  Mr.  Geren's  district,  that  he  put  the  matter  before  Mr.  Geren. 
I  said  the  staff  was  well  qualified  to  ask  these  types  of  questions 
of  NSF  and  would  probably  speed  the  process.  Mr.  Clark  was  sim- 
ply not  getting  answers. 

After  Mr.  Geren  received  the  response  that  he  got,  I  received  an 
extremely  disturbing  telephone  call.  That  telephone  call  came  from 
a  senior  agency  official  who  sat  on  the  NSF  steering  committee. 
This  gentleman  told  me  that  I  had,  and  I  quote,  "no  right  to  bring 
this  matter  before  a  Member  of  the  United  States  Congress." 

As  a  former  Federal  employee,  I  was  stunned  by  this.  I  said,  "Sir, 
this  may  work  with  people  who  aren't  aware  of  the  procedures 
here,"  but  I  said,  "I  think  before  this  conversation  goes  further,  per- 
haps we  should  go  to  Mr.  Geren  and  you,  as  a  Federal  employee 
of  the  executive  branch,  can  explain  to  him  how  we  have  no  right 
to  have  a  constituent  matter  brought  before  a  Member  of  the  Con- 
gress." 

This  gentleman  backed  off  immediately,  stated  that  perhaps  he 
had  overstated  his  case. 

I  can  only  wonder,  had  that  call  gone  directly  to  Mr.  Clark  or  to 
someone  who  didn't  have  my  background  as  to  what  the  rules  are, 
what  the  effect  of  that  would  have  been.  I  leave  that  to  you. 

Chairman  TORKILDSEN.  Thank  you.  The  follow-up  question  to  my 
initial  question  there  would  be  along  the  lines  of  are  Federal  agen- 
cies qualified,  instead  of  choosing  one  or  more  agencies  for  certifi- 
cation, instead  to  set  standards  for  certification  and  allow  two, 
three,  four  competing  certifiers,  as  long  as  they  meet  those  require- 
ments, to  offer  certification,  so  that  we  do  not  see  the  effect  of  a 
monopoly  there,  and  again,  taking  into  consideration  what  prob- 
lems might  be  out  there  if  Federal  employees  are  serving  on  boards 
of  these  different  agencies?  Mr.  Prevar? 

Mr.  Prevar.  Well,  the  second  part  of  the  question  I'd  like  to  set 
aside,  but  the  first  part  of  the  question  relates  to  what  I  have  to 
go  through  and  I'm  asking  myself  right  now,  how  am  I  qualified  to 
choose  the  successful  offeror  for  the  contract  at  my  place? 

I  haven't  put  the  RFP  out,  but  I'm  allowing  for  anyone  to  de- 
scribe their  competency,  and  I  haven't  even  written  that  clause  yet 
and  I  have  to  work  with  my  contracting  office  to  put  together  the 
package. 

We  previously  hadn't  required  the  NSF  49  accreditation,  and  as 
I  stated  earlier,  that's  where  my  background  has  been.  Again,  this 
is  part  of  my  homework.  But  I  still  don't  feel  qualified,  myself,  to 
know  how  to  make  the  decision,  without  having  attended  some  of 
this  training  myself. 

I  do  know  I've  watched  people  work  on  cabinets.  I  used  to  look 
at  the  old  slide  program  NIH  had  before  there  was  the  NSF  stand- 
ard. It  described  how  to  certify  a  cabinet.  It's  not  easy.  There's  a 
lot  of  equipment  used.  You  have  to  know  what  you're  doing. 

I've  also  just  recently  talked  to  a  colleague  who's  told  me  a  stoiy 
about  a  hospital  where  a  hole  was  not  detected  that  should  have 
been  in  one  of  the  HEPA  filters,  and  several  people  in  that  hospital 
sero-converted  to  tuberculosis. 
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So  from  where  I'm  coming  from,  I'm  very  cognizant  of  my  respon- 
sibility to  provide  the  best  possible  service  to  my  scientists,  but  I 
want  to  do  that  in  a  fair  and  reasonable  manner. 

So  yes,  right  now,  emotionally,  I'm  sort  of  wrestling  with  how  do 
I  make  a  decision?  Again,  I'm  looking  for  an  objective  standard  to 
base  the  offers  on. 

Chairman  ToFiKlLDSEN.  Would  anyone  else  like  to  comment  on 
that? 

[No  response.] 

Chairman  TORKILDSEN.  If  not,  I'll  continue  the  rotation.  Mr. 
Poshard,  do  you  have  any  additional  questions? 

Mr.  Poshard.  Maybe  just  one,  Mr.  Chairman. 

Mr.  Simione,  you  seem  to  be  pretty  well  satisfied  with  the  certifi- 
cation process — am  I  wrong  in  stating  this — in  your  particular  in- 
dustry, or  not? 

Mr.  SiMiONE.  I'd  say  we're  satisfied  only  because  we  set  our  own 
criteria  for  measuring  that.  So  if  a  company  came  in  to  me  and 
wanted  to  bid  on  my  certification,  mv  hood  certification,  they  would 
have  to  satisfy  me  that  they're  capable.  I  guess  my  point  is  wheth- 
er they  had  an  NSF  certification  or  not  would  be — I  mean,  that 
would  be  helpful,  but  it  certainly  wouldn't  sell  me  on  bringing  them 
in. 

Mr.  Poshard.  So  having  said  that,  and  I  would  like  as  many  of 
you  as  would  care  to  comment  to  comment  on  this,  experiencing  the 
situation  as  you  have  with  respect  to  the  certification  process  here, 
what  would  you  do  if  you  were  in  our  positions  as  legislators  to 
take  pragmatic  steps  to  resolve  this  problem?  What  is  it  that  we 
can  do,  from  your  point  of  view,  to  begin  to  resolve  this  problem? 

Mr.  Halsey.  Congressman,  if  I  may,  I  think  my  suggestion  would 
be  a  general  guideline  to  avoid  a  single  professional  certification 
program  as  a  bid  requirement. 

I  think  the  issue  that  we're  talking  about  here  is  that  the  situa- 
tion that's  developing  says  that  if  you  do  not  possess  that  bid  re- 
quirement, you  are  never  in  the  process.  Your  qualifications  will 
never  be  evaluated.  Your  pricing,  your  costs,  none  of  this  will  ever 
get  through  the  door. 

It  seems  wholly  unreasonable  to  me  for  a  major  Government 
agency  to  choose  one  single  professional  certification  program  and 
make  that  limitation. 

Mr.  Poshard.  But  how  is  the  Government  to  know,  then,  that 
you  are  certified  or  capable  of  producing  the  product  that  we  need 
from  you? 

Mr.  Halsey.  I  think  Mr.  Simione  has  hit  on  the  logical  choice. 
You  look  at  anyone.  First  oflF,  you  have  an  open  bid  process.  You 
look  at  the  overall  credentials,  pricing,  resume,  letters  of  reference. 

I  think  in  our  industry,  really  the  most  useful  tool  for  this  sort 
of  thing,  given  the  really  serious  nature  of  what  we  do,  is  to  go 
back  and  talk  to  other  groups  which  these  contractors  serve.  What 
you  will  find  in  our  industry  is  I  think  we  all  play  a  game,  or  more 
at  Mr.  Simione's  level,  of  a  kind  of  musical  chairs.  There  is  a  small 
group  of  people  who  are  highly  qualified  in  these  technologies,  and 
they  tend  to  move  from  agency  to  agency.  I  think  Mr.  Prevar  also 
mentioned  that. 
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Usually  what  happens  is  these  people  go  through  that  network. 
Have  you  had  any  experience  with  this  company?  What  was  your 
experience  with  the  company?  You  look  at  the  pricing,  you  look  at 
the  resume  of  these  people.  You  look  at  the  training  courses,  pro- 
fessional certification  programs.  In  effect,  you  look  at  it  all. 

My  concern  is  that  under  the  situation  that's  developing,  that 
will  never  happen.  Right  now  I  believe  there  are,  as  we  mentioned, 
I  think  the  NSF  has  about  five  or  six  companies  nationwide  that 
have  anyone  certified  in  this. 

Mr.  PosHARD.  Let  me  ask  you  this.  No  single  Good  Housekeeping 
stamp  of  approval,  then? 

Mr.  Halsey.  Right,  including  ours. 

Mr.  PosHARD.  Exactly.  But  let's  say  that  it  is  an  open  bid  proc- 
ess, then,  and  we're  not  looking  for  that  stamp  of  approval  from 
anyone,  but  let's  say  someone  has  it  and  you  don't.  Should  that 
enter  into  the  consideration? 

Mr.  Hai^ey.  Absolutely.  Again,  I'm  someone  who  spent  the  last 
3  years  developing  a  program,  in  conjunction  with  Dr.  Antrim  and 
others,  that  I  felt  were  good  third  party  glides  for  us  in  this  dif- 
ficult process.  I  would  like  to  think  that  our  program  is  worthy  of 
serious  consideration. 

I  would  never  recommend  that  our  program — I  wouldn't  allow 
our  program  to  be  listed  solely  as  that  type  of  requirement.  I  do 
not  feel  that  we're  up  to  that  level.  I'm  not  sure  that  anyone  is. 

So  yes,  I  think  it  might  be  likened  to  when  you're  interviewing 
a  job  prospect.  One  person  may  have  a  professional  degree  that  an- 
other doesn't.  I  don't  think  that  ends  the  discussion  there. 

Mr.  PosHARD.  Right. 

Mr.  Halsey.  When  you're  hiring  staff,  I  don't  think  that's  the 
way  you  make  these  decisions.  We're  only  asking  for  the  same  kind 
of  process  that  I  think  most  businesses  use  in  hiring  contractors, 
personal  staff,  everything.  Our  concern  is  that  a  situation  has  de- 
veloped where  that  process  has  changed,  and  we  find  that  unac- 
ceptable. 

Mr.  PosHARD.  Anyone  else?  Dr.  Antrim,  it  looked  like  you  wanted 
to  say  something. 

Dr.  AhfTRlM.  I  think  maybe  I  ought  to  because  really  when  we  get 
down  to  it,  and  I  have  to  wear  my  volunteer  hat,  the  organization 
which  I'm  president-elect  of,  NOCA  and  its  arm,  the  accrediting 
group,  has  the  type  of  accreditation  where  the  certifying  bodies — 
the  industry — has  set  some  standards  and  they  can  be  applied  to 
any  organization  that  is  operating  a  certification  program. 

That's  certainly  one  way  of  helping,  to  me,  not  just  a  Govern- 
ment agency  but  anybody  out  there  who  is  seeking  to  use  people 
who  are  certified.  If  the  organization  that  did  the  certification  could 
be  accredited  or  is  accredited,  then  I  if  I  were  in  their  shoes,  I  don't 
have  to  do  as  much  homework,  because  I  know  somebody  else  has 
done  the  homework  and  they  are  a  creditable  group  to  start  with. 

So  it  helps  me  level  the  playing  field.  It  doesn't  say  I  have  to  go 
with  that  person,  but  at  least  now  I  have  something.  I  would  use 
the  analogy  for  most  of  us  as  parents,  and  you  want  to  send  your 
child  to  a  college,  you  look  for  an  accredited  program,  right? 

Mr.  PosHARD.  Exactly. 
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Dr.  Antrim.  There  are  other,  nonaccredited  ones  that  are  good, 
but  you  generally  say,  "At  least  I  know  this  is  a  standard  that  I 
can  live  with." 

Mr.  PosHARl).  Thank  you.  Thank  you,  Mr.  Chairman. 

Chairman  Torkildskn.  Thank  you,  Congressman  Poshard. 

Congressman  Geren. 

Mr.  Gkrkn.  Thank  you,  Mr.  Chairman.  Mr.  Poshard  asked  the 
question  that  I  was  going  to  ask.  I  believe  that's  the  direction  we 
need  to  go,  is  where  do  we  go  from  this  point  forward  to  try  to 
make  it  better? 

Let  me  just  ask  one  follow-up  question.  When  this  $1,300  per 
employee  cost  for  this  certification,  does  that  include  4  days  of  lost 
work  of  that  employee? 

Mr.  Ci>ARK.  No. 

Mr.  Gkrkn.  So  you're  looking  at  double  or  even  triple  that  from 
the  small  business  perspective.  I  think  that's  something  that  per- 
haps some  of  us  in  Government  and  the  people  perhaps  that  work 
for  multithousand  employee  businesses  don't  understand,  that 
when  you  take  one  person  out  of  11  out  of  a  business  for  4  days, 
that's  a  big  hole.  If  you  take  11  people  out  for  4  days  over  the 
course  of  a  couple  of  vears,  you're  talking  about  a  significant  part 
of  the  productivity  of  a  company  being  Tost,  that  you're  going  to 
have  to  eat  those  costs.  You've  got  to  pay  that  man  or  woman  when 
he  goes  to  Ann  Arbor,  Michigan,  every  day  he's  up  there. 

Mr.  ClARK.  If  you've  driven  across  Texas,  that  one  man  means 
something. 

Mr.  Gkrkn.  Thank  you.  I  thank  this  panel  very  much  for  your 
testimony.  Mr.  Chairman,  thank  you  so  much  for  letting  me  par- 
ticipate. I  appreciate  it. 

Chairman  TORKILDSKN.  Thank  you.  I'd  also  like  to  thank  the  wit- 
nesses for  all  of  their  testimony.  It  raised  many  important  ques- 
tions. I  think  that  the  larger  issue  about  single  source  certification 
entities  has  to  be  explored  further.  Certainly  from  the  perspective 
of  the  small  business  community,  I  think  its  fraught  with  pitfalls 
and  should  not  be  allowed  to  go  without  questions  being  asked. 

Certainly  in  some  cases,  there  may  be  compelling  reason,  but  I 
think  in  many  cases  there  should  always  be  more  than  one  certify- 
ing entity. 

So  again,  I  thank  the  witnesses  for  their  testimony,  and  this 
hearing  stands  adjourned. 

[Whereupon,  at  11:34  a.m.,  the  subcommittee  was  adjourned,  to 
reconvene  at  the  call  of  the  chair.l 
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OPENING  STATEMENT 


CHAIRMAN  PETER  G.  TORKILDSEN 

SUBCOMMITTEE  ON  GOVERNMENT  PROGRAMS 

HOUSE  SUBCOMMITTEE  ON  SMALL  BUSINESS 

AUGUST  2.  1995 


The  Committee  will  come  to  order. 

The  Committee  will  hear  testimony  today  relating  to  the  use  of 
professional  certifications,  as  a  pre-condition,  in  federal  bid  requirements. 
The  Subcommittee  has  been  presented  information  which  raises  serious 
questions  relating  to  the  fairness,  particularly  to  small  business,  of 
requiring  one  particular  version  of  professional  certification  over  any 
alternatives  as  a  pre-condition  to  bidding  on  or  being  awarded  a  bid  on 
federal  contracts. 

The  questions  we  would  like  addressed  involve  the  practice  of  limiting  the 
bid  process  in  this  manner.  Are  federal  agencies  qualified  to  differentiate 
between  competing  professional  certification  programs?  What  standards 
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should  be  used  to  evaluate  these  programs  and  who  can  the  agencies  rely 
on  to  develop  them?  Is  a  second  tier  sole  source  bid  requirement  the 
actual  affect  when  professional  certification  stipulated  by  an  agency  is 
offered  by  only  one  organization?  If  there  are  alternatives  to  the  stipulated 
program,  doesn't  the  potential  bidder  have  a  right  to  an  impartial  analysis 
of  the  alternatives  in  order  to  enter  the  bid  process? 

The  Committee  is  also  concerned  with  the  pricing  of  certification 
programs.  Will  federal  agencies  and  thus  the  taxpayers  eventually  bear 
the  cost  of  their  development  and  maintenance,  or  is  there  some  way 
these  additional  operating  costs  will  be  born  by  others?  We  find  that 
through  the  bid  process,  federal  agencies  may  end  up  being  used  as  a 
marketing  tool  by  the  providers  of  these  programs,  who  are  likely  to  cite 
an  agency's  requirements  as  an  endorsement  of  a  program. 

Also,  is  there  a  relationship  between  federal  agency  employees  serving  on 
steering  committees  or  oversight  boards  and  the  eventual  adoption  by 
these  agencies  of  the  professional  certification  the  committee  or  board 
offers? 

We  hope  our  witnesses  today  will  relate  their  experiences  in  these 
matters.  We  are  pleased  to  have  representatives  of  small  business  who 
must  compete  under  these  conditions,  individuals  who  have  some 
experience  in  developing  such  programs  and  end  users  who  must  rely  on 
these  types  of  programs  in  an  effort  to  make  appropriate  decisions  relating 
to  contracts  and  contractor  qualifications.  '"    ■ 
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This  issue  is  timely.  The  majority  of  our  witnesses  are  in  the  biological 
safety  field.  These  individuals  are  tasked  with  the  vital  job  of  making 
these  difficult  decisions  in  an  area  where  the  health  and  safety  of  workers 
are  at  stake.  We  hope  that  the  critical  nature  of  these  decisions  in  this 
field  will  serve  in  providing  us  with  witnesses  who  have  investigated  these 
matters  with  the  utmost  care. 

Finally,  we  would  hope  to  shed  some  light  on  the  disturbing  charges 
brought  forth  by  some  relating  to  deliberate  attempts  by  organizations  to 
use  professional  certifications  simply  as  a  revenue  producing  product, 
rather  than  recognizing  the  serious  responsibilities  these  credentialing 
bodies  bear. 

I  will  now  yield  to  my  ranking  member,  Mr.  Poshard,  for  any  opening 
statement  he  may  wish  to  make. 
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Mr.  Chairman,  thank  you  for  inviting  me  to  sit  with  your 
subcommittee  today  as  you  hear  testimony  on  the  use  of 
professional  certificates  as  a  qualifier  for  bidding  on 
government  contracts.   My  interest  in  the  subject  is  not  only  in 
my  capacity  as  Ranking  Member  on  the  Basic  Research  Subcommittee, 
but  also  in  the  interest  of  representing  my  constituents,  Gary 
Clark  and  Ron  Roszkowski,  who  own  Z-SCAN,  one  of  the  small 
businesses  that  is  affected  by  "sole  source"  bid  requirements  in 
government  contracts. 

Mr.  Roszkowski  contacted  me  in  June  of  1992  with  his 
concerns  over  NSF,  the  National  Sanitation  Foundation.   Mr. 
Roszkowski  and  his  partner,  Mr.  Clark,  had  studied  the 
copyrighted  document  released  by  NSF  in  1991  outlining  the 
program  for  individual  and  organizational  certification  for 
testing  biohazard  cabinets.   My  constituents  notified  their 
clients  that  they  would  comply  with  the  standards  set  by  NSF  and 
spent  over  600  hours  in  an  attempt  to  comply  with  the  program  to 
attain  certification.   They  submitted  their  check  and  application 
fee  to  NSF,  only  to  be  notified  that  the  program  was  not  in 
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place.   After  over  a  year  of  pursuing  the  matter  with  NSF,  they  ' 
contacted  me. 

I  wrote  to  NSF  and  asked  for  an  explanation,  which  I 
received  in  a  timely  manner,  answering  paragraph  by  paragraph  the 
concerns  expressed  by  Mr.  Roszkowski  and  Mr.  Clark.   One  of  the 
claims  made  by  NSF  was  that  the  organization  program  was  still 
under  development,  but  that  it  would  be  released  in  the  fall  of 
1992,  approximately  90  days  from  the  date  of  their  response.   To 
this  date,  an  organizational  program  is  still  not  in  place. 

My  constituents  do  not  oppose  being  certified  to  provide 
their  service.   They  recognize  and  welcome  the  opportunity  to 
prove  their  competency.   In  fact,  they  have  spent  a  great  deal  of 
their  time  and  resources  in  organizing  a  trade  association  of 
their  colleagues  in  the  biotechnical  industry  to  develop  a 
certification  exam. 

We  have  no  quarrel  with  NSF  as  a  product  testing  facility. 
We  do,  however,  question  their  competency  in  the  area  of  human 
testing,  or  psychometrics.   Moreover,  I  want  to  learn  why  many  of 
the  representations  they  made  to  me  have  proven  to  be  inaccurate. 
For  example,  Thomas  Stevens,  the  Manager  of  Biohazard 
Certification  for  NSF  represented  to  me  that  participation  in  the 
program  is  voluntary.   Strictly  speaking,  that  may  be  true,  but 
if  government  agencies  require  NSF  certification  in  their  bid 
documents,  then  my  constituents  and  68  other  small  businesses  in 
the  biohazard  industry  cannot  qualify.   That  is  like  saying  that 
taking  the  bar  exam  is  voluntary.   It  is,  unless  you  want  to 
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practice  law  in  any  state  in  the  union. 

NIH  will  require  NSF  certification  in  a  bid  opening  this 
fall.   It  is  my  constituents'  fear  that  we  may  be  only  a  small 
step  away  from  having  many  government  agencies  require  NSF 
certification  in  their  bid  documents,  even  though  the  NSF 
certification  process  is  costly  and  burdensome  for  the  business 
owners.   The  fee  is  15  times  the  norm  for  any  comparable 
industry,  such  as  the  Society  of  Professional  Engineers.   If  the 
NSF  develops  a  monopoly  on  this  certification,  many  small 
businesses,  many  family-owned  businesses,  will  be  forced  out  of 
the  market.       7   :       ...  . 

This  Conunittee  can  instruct  government  agencies  not  to 
require  a  single  source  of  professional  certification  in  their 
bid  documents.   We  can  look  into  the  relationships  of  federal 
employees  who  serve  on  the  Steering  Committee  of  NSF.   We  need  to 
explore  the  unintended  consequences  of  sole  source  bid 
requirements  and  protect  the  small  business  owners  in  our 
country.     .,.;,  r  -     . 

Thank  you,  Mr.  Chairman.   I  look  forward  to  hearing  the 
testimony  presented  here  today,  and  appreciate  the  opportunity  to 
participate.  .,-.!•.    .0.. 
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Mr.  Chairman  and  Members  of  the  Subcommittee 

I  appreciate  the  opportunity  to  be  here  today  to  provide 
some  background  on  certification  of  individuals. 

Although  the  certification  of  individuals  has  some 
commonalities  with  the  licensing  of  individuals,  I  want  to  make 
it  clear  that  a  license  to  practice  a  trade  or  profession  is 
granted  by  a  government  body  whose  mission  is  to  provide  consumer 
protection  while  certification  is  a  credentialing  process  offered 
by  private  sector  organizations  that  attest  to  the  meeting  of 
requirements  that  have  been  developed  by  those  in  the  particular 
profession.   Furthermore,  while  a  license  is  required  to 
practice,  a  certification,  which  is  sought  on  a  voluntary  basis, 
may  or  may  not  be  used  by  others  in  a  manner  which  makes  the 
certification  a  condition  of  practicing  one's  trade  or  profession 
in  defined  situations. 

A  very  significant  characteristic  of  certification  programs 
that  strive  to  have  creditable  operations  is  that  the  criteria 
for  certification  requires  the  applicant  to  establish  a  level  of 
competency  that  is  measured  by  examination  performance  and  often 
experience  and  education  accomplishments. 

Other  important  characteristics  of  creditable  certification 
programs  are  that  the  certification  is  open  to  all  who  meet  the 
certification  criteria  and  that  the  certification  examination 
process  is  one  that  provides  validity  and  reliability. 

Although  there  are  no  mandatory  standards  for  conducting  a 
certification  operation,  there  are  recognized  voluntary  standards 
and  guidelines  that  a  creditable  and  legally  defensible 
certification  operation  will  seek  to  meet  or  exceed.   These 
standards  and  guidelines  are: 


"Standards  for  Accreditation  of  National  Certification 
Organizations",  National  Commission  for  Certifying 
Agencies,  1995 

"Standards  for  Educational  and  Psychological  Testing", 

Ajnerican  Educational  Research  Association,  American 
Psychological  Association,  and  National  Council  on 
Measurement  in  Education,  1985 

"Principles  of  Fairness:  An  Examining  Guide  for 

Credentialing  Boards",  Council  on  Licensure  , 
Enforcement  and  Regulation  and  National  Organization 
for  Competency  Assurance,  1993 

These  standards  and  guidelines  are  the  result  of  the  efforts  of 
many  people  and  organizations.   A  certifying  organization  can 
achieve  near  or  full  compliance  by  just  doing  what  mostly 
everyone  would  agree  is  correct  and  accomplishment  does  not 
require  unreasonable  financial  resources. 

Key  to  the  development  of  any  certification  is  the 
involvement  of  the  stakeholders  who  range  from  potential 
certificants  and  potential  users  of  the  certification  such  as 
employers  and  regulators  to  consumers  who  may  have  direct  contact 
with  the  certif leant  or  who  may  be  affected  by  the  product  or 
service  that  results  from  the  certif leant ' s  actions.  This 
involvement  of  the  stakeholders  is  no  different  than  that  which 
has  been  characteristic  of  the  U.  S.  Departments  of  Education  and 
Labor  funded  pilot  projects  to  develop  industry  driven  national 
skill  standards.   Whether  developing  national  skill  standards  for 
American  workers  in  particular  industries  or  developing  the  scope 
of  a  certification  program  in  a  particular  specialty  area  or 
discipline,  the  one  and  only  objective  is  to  determine  what  are 
the  required  competencies.   These  competencies  cannot  be 
determined  arbitrarily  by  a  group  of  people  behind  closed  doors  - 
the  process  requires  an  open  environment  that  gathers  opinions 
from  those  favoring  the  initiative  to  those  against  the 
initiative.   Furthermore,  the  identification  of  the  competencies 
is  an  iterative  process  that  seeks  critiques  from  the 
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stakeholders.   The  development  of  a  certification  program  should 
serve  a  purpose  such  as  providing  a  credential  that  establishes 
that  the  holder  of  the  certification  has  reached  a  particular 
level  of  competence.   Creating  certification  programs  to  satisfy 
personal  egos  or  to  provide  an  organization  with  direct  or 
indirect  income  are  not  valid  reasons. 

The  examination  process  is  a  very  important  component  of  the 
certification  operation  and  any  examination,  whether  written, 
oral,  or  "hands-on"  (practical),  must  be  designed,  administered, 
and  scored  with  full  recognition  of  psychometrics .   It  is  not 
easy  to  provide  an  examination  process  that  measures  what  is 
promoted  as  being  measured.   The  written  examination,  if  used 
correctly,  is  an  efficient  and  economical  way  of  assessing 
knowledge  and  skills.   The  oral  examination,  if  used  correctly, 
has  a  limited  application  since  it  provides  a  more  subjective 
assessment.   The  hands-on  or  practical  examination  can  be 
informative,  but  it  is  difficult  to  administer  because  it  can 
require  workplace  setups  that  must  be  replicated  exactly  at  each 
examining  site,  can  be  expensive,  and  may  introduce  safety 
concerns.   There  is  also  the  issue  of  assessing  each  examinee's 
performance  in  exactly  the  same  manner  for  prior  and  later 
examinees  -  this  is  very  difficult  to  do  when  the  examiners  are 
people  who,  if  not  extensively  trained  and  retrained,  will  stray 
from  the  pre-established  norms.   The  concern  for  most  practical 
examinations  is  that  human  behavior  comes  into  play  much  more  so 
than  for  written  examinations  since  both  the  examiner  and  the 
examinee  are  involved.   Even  when  a  team  of  examiners  is  used, 
subjectivity  can  negate  objectivity.   Each  type  of  examination 
has  its  pluses  and  minuses,  but  the  written  multiple-choice 
examination  has  been  established  as  the  tool  that  can  provide 
valid  and  reliable  assessments  for  a  wide  range  of  situations 
including  skills. 

I  can  safely  say  that  there  are  a  lot  of  organizations 
offering  certification  programs  which  are  not  quality  programs 
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and  could  not  come  close  to  obtaining  the  accreditation  that  is 
available  from  the  National  Commission  for  Certifying  Agencies 
(NCCA) .   My  own  organization,  which  has  been  in  business  for  over 
thirty  years,  is  not  yet  accredited  by  NCCA,  but  we  will  be 
applying  for  accreditation  as  soon  as  we  complete  some  necessary 
operational  changes.   Our  deficiencies  were  not  major,  but  we 
were  essentially  unaware  of  them  until  several  years  ago  when  we 
became  acquainted  with  the  NCCA  standards  and  did  a  self 
assessment . 

As  more  and  more  users  are  requiring  our  certifications  as  a 
condition  of  employment  for  the  individual  or  as  a  condition  of 
the  employer  doing  business,  we  are  asked  if  we  can  show  that  we 
have  been  evaluated  by  a  third  party.   We  know  that  we  have  a 
good  certification  operation,  but  we  will  welcome  the 
recommendations  and  suggestions  that  will  result  when  NCCA  acts 
on  our  application  for  accreditation  of  our  thirty  certification 
programs.   It  is  the  certification  organizations  which  are 
unwilling  to  seek  NCCA  accreditation  that  disturb  me.   I  am  sure 
that  the  unwillingness  comes  from  a  fear  of  having  serious 
conceptual  and  operational  deficiencies  revealed  to  their 
customers  and  the  public. 

In  conclusion,  a  properly  developed  and  administered 
certification  program  can  benefit  everyone.   When  qualified 
people  are  at  work,  the  work  is  more  likely  to  get  done  correctly 
the  first  time  and  although  "correct  the  first  time"  means  a  lot 
to  the  economy  of  the  United  States,  it  also  means  that  the 
inconveniences  of  redoing  the  work  are  avoided  and  that  the 
person  or  organization  that  wants  quality  assurance  does  not  have 
to  conduct  their  own  qualifications  assessments. 

Mr.  Chairman,  this  concludes  my  testimony  and  I  welcome  any 
questions  that  you  and  the  members  of  the  Subcommittee  might 
have. 
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Mr,  Chairman,  Members  of  the  Subcommittee,  and  Guests,  ^ 

Thank  you  for  the  opportunity  to  testify  before  you  today. 

Z-Scan,  Inc.  was  formed  in  July  1984  as  a  partnership  and  then 
incorporated  in  the  state  of  Texas  in  July  1985.  Z-Scan  is  a      ^ 
small  business,  Vietnam  veteran  owned  and  operated.  -^ 

-I 
Currently,  Z-Scan  employees  11  technicians  (two  of  which  are  ., 
under  subcontract  agreement)  and  three  administrative  positions.  < 
Of  the  nine  technicians  directly  employed  by  Z-Scan,  all  are  ' 
family  related  members  of  myself  or  my  partner.  ■ 

Z-Scan  provides  services  to  the  southwest  in  nine  states,  ninety- 
five  percent  of  our  business  is  within  hospitals,  universities, 
or  home  health  care  environments.   Approximately  five  percent 
is  derived  from  the  clean  room  industry. 

Class  I  and  Class  II  biological  safety  cabinets  constitute  the 
largest  volume  of  work.   Biological  safety  cabinets  are  primarily 
used  for  containment  of  low  to  moderate  airborne  biological 
or  particulate  chemical  agents.   As  a  certification  company 
of  biological  safety  cabinets  and  Class  100  clean  air  devices 
our  primary  concern  is  to  insure  operator  protection, 
environmental  protection  and  product  sterility  protection. 

These  units  are  certified  to  one  or  more  of  the  following 
specifications: 

1 .  Manufacture  specifications 

2.  NIH  specifications  ': 

3.  Federal  Standard  209E 

4.  NSF  Standard  49 

5.  IBS  RP-CC-002 

Z-Scan,  Inc.  serves  as  authorized  repair  service  representatives 
to  most  manufactures  of  Class  I  and  II  biological  safety 
cabinets. 

Training  is  a  daily  and  continuous  project  within  Z-Scan.   Z-Scan 
hired  Arthur  D.  Little,  Inc.,  a  consulting  firm,  to  update  our 
hazard  communication  and  respiratory  protection  programs.   All 
Z-Scan  employees  receive  ongoing  training  in  compliance  with 
these  programs  and  in  compliance  with  the  intent  of  the  OSHA 
requirements.   Our  newest  employee  is  receiving  on  the  job 
training  and  she  is  scheduled  to  attend  factory  training  in 
August  1995.   Three  Z-Scan  employees  are  Certified  Safety 
Technicians  (CST)  through  the  World  Safety  Organization  (WSO) . 
In  addition,  the  company  is  certified  as  an  organization  for 
clean  room  testing  and  certification  through  the  National 
Environmental  Balancing  Bureau  (NEBB) .   Five  technicians  have 
been  certified  in  testing  Class  I  and  II  biological  safety 
cabinets  through  the  International  Air  Filtration  Certifiers 
Association  (lAFCA). 


I  have  been  involved  with  trying  to  form  a  certification  program 
since  1 984  that  would  be  fair  and  practical  to  all  companies 
who  test  and  certify  Class  I  and  II  biological  safety  cabinets. 
I  would  like  to  give  you  an  overview  of  these  events  since  1984. 

1984-1985:  A  certification  program  was  presented  in  October 
1985  at  the  annual  American  Biological  Safety  Association  (ABSA) 
meeting.   This  program  was  to  be  sponsored  by  ABSA.   As  I  recall, 
the  committee  was  composed  of  two  government  agencies  (NIH  and 
FDA),  Dr.  First,  of  Harvard  University,  an  ABSA  representative, 
two  of  the  largest  biological  safety  cabinet  certification 
companies  (one  of  which  was  not  a  small  business),  and  two 
individuals  from  academia. 

At  the  time  the  proposal  was  submitted,  there  were  approximately 
45  to  50  known  companies  performing  biological  safety  cabinet 
certification,  however,  no  input  was  solicited  from  these  small 
independent  certification  companies,  nor  was  there  any  offer 
to  include  them  as  committee  members. 

There  were  approximately  15  to  20  small  independent  certification 
companies  in  attendance  at  the  1985  ABSA  meeting,  and  all  voiced 
their  disapproval  in  the  way  the  program  was  structured  and 
their  not  having  any  input.   Numerous  members  from  the  general 
membership,  both  users  and  academia,  also  expressed  reservations 
about  the  program.   ABSA  tabled  the  program  for  further 
discussion  and  meetings. 

1986-1990:  There  was  very  little  movement  in  the  certification 
program.   Although,  to  the  best  of  my  knowledge,  the  original 
committee  was  still  intact. 

At  the  annual  meeting  of  ABSA  in  either  1989  or  1990,  ABSA  bowed 
out  of  the  certification  program  citing  liability  as  their 
primary  concern.   Dr.  First,  of  Harvard  University,  asked  for 
and  received,  $1,000.00  seed  money,  from  ABSA,  to  investigate 
other  avenues  of  forming  a  certification  program. 

In  February  1990,  the  ABSA  newsletter  announced  that  National 
Sanitation  Foundation  (NSF)  would  undertake  a  certification 
program  to  accredit  biological  safety  cabinet  certifiers. 
In  a  verbal  conversation,  in  February  of  1990,  with  Mr.  Topolski 
of  NSF,  he  indicated  that  the  task  group  working  on  the 
certification  program  was  comprised  mostly  of  the  same 
individuals  from  the  ABSA  committee.   I  had  asked  Mr.  Topolski 
to  appoint  as  least  two  small  independent  certification  companies 
to  this  task  group.   He  stated  that  it  was  too  early  in  the 
program,  and  that  they  needed  more  time  to  see  where  the  program 
was  headed.   He  indicated  that  he  would  get  back  with  me  at 
a  later  date. 
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Mr.  Bruce  Leffingwell  from  Professional  Certification  Group, 
Inc.,  an  Independent  Certification  Services,  Inc.  (ICS)  member, 
was  eventually  appointed  to  the  task  group. 

1991-NSF  copyrighted  and  released  the  May  1991  document 
specifying  a  program  for  both  organizational  and  individual 
certification  in  copyright  format.  •) .  " 

ICS  convened  a  meeting  to  discuss  how  ICS  and  it's  nine  division 
companies  located  nationwide  and  in  Canada,  could  become  both 
organizationally  and  individually  certified. 

As  president  of  Z-Scan,  and  a  board  member  of  ICS,  I  was  asked 
to  design  the  program  and  submit  the  application  to  NSF.   I 
proceeded  with  the  design  of  the  program,  and  had  numerous 
teleconferences  with  Mr.  Topolski  to  insure  my  interpretation 
agreed  with  the  intent  of  the  May  1991  NSF  document. 

During  the  development  of  the  ICS  program,  my  company  and  the 
other  eight  companies  of  the  ICS,  informed  our  customer  base 
nationwide  that  we  were  submitting  for  both  organizational  and 
individual  certification.   We  felt  this  was  necessary  because 
NSF  released  the  program  nationwide,  to  our  customers,  as 
operational  in  June  1991. 

In  the  late  summer  of  1991  we  submitted  the  application  and 
check  to  NSF  for  both  organizational  certification  and  individual 
certification.   Both  our  check  and  application  fee  were  returned. 
A  teleconference  with  Mr.  Topolski  indicated  that  NSF  was  not 
accepting  the  application  at  that  time.   Further  discussions 
with  Mr.  Topolski  indicated  that  there  would  be  a  task  group 
meeting  at  the  annual  ABSA  meeting  in  October  1991,  and  that 
ICS  and  other  small  independent  certification  companies  could 
attend. 

In  early  October,  we  were  informed  that  Mr.  Topolski  was  no 
longer  with  NSF,  and  that  the  task  group  meeting  was  cancelled. 
Approximately,  a  week  later,  NSF  notified  us  that  Mr.  Gary 
Sherlaw  would  address  the  ABSA  membership,  and  that  there  would 
be  a  task  group  meeting. 

At  the  task  group  meeting  conducted  by  Mr.  Sherlaw,  at  the  ABSA 
meeting,  we  were  informed  that  the  program  issued  in  May  1991 
would  have  numerous  changes,  including  the  possibility  of 
indefinite  postponement  of  organizational  certification. 

In  November  1992,  I  sent  a  letter  to  Mr.  Sherlaw  at  NSF,  and 
requested  that  he  provide  the  ICS  with  answers  to  six  different 
questions.   In  addition,  I  explained  the  embarrassment  that 
the  ICS  had  suffered,  due  to  notification  to  our  nationwide 
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customer  base  of  organizational  certification  in  a  program  that 
was  no  longer  in  existence. 

We  never  received  a  response  from  Mr.  Sherlaw  in  regards  to 
our  letter. 

I  estimate  that  the  ICS  has  well  over  600  man  hours  involved 
in  our  original  document  to  comply  with  the  May  1991  NSF  program. 
In  addition,  we  had  to  retract  the  statements  made  to  our 
customer  base. 

In  some  cases,  I  had  to  attend  meetings  at  various  universities 
that  had  received  literature  from  NSF  and  had  included  NSF 
requirements  into  their  bid  specifications.   I  explained  that 
there  was  no  NSF  program  or  NSF  certified  certifiers  at  that 
time.   To  my  knowledge,  at  no  time  did  NSF  attempt  to  notify 
any  users  that  the  program  was  on  hold. 

1 992-Present :  In  June  1992,  a  new  NSF  program  was  released 
without  the  organizational  program  and  numerous  other  changes 
in  regards  to  the  MAY  1991  document. 

In  July  1992,  Z-Scan  wrote  to  Mr.  Pete  Geren,  a  member  of 
Congress,  12th  District,  Texas,  and  asked  that  he  investigate 
our  concerns. 

In  August  1992,  Mr.  Geren  forwarded  NSF ' s  reply  to  us.   In  this 
reply,  NSF  stated  to  Mr.  Geren  that  an  organizational  program 
was  under  development,  and  that  it  should  be  released  in  the 
fall  of  1992.   As  of  this  date,  there  is  still  no  organizational 
program. 

In  July  1992,  Mr.  Steve  Halsey  and  myself,  started  a  grass  roots 
program  to  attempt  to  locate  and  talk  to  every  known 
certification  company  in  the  United  States  and  Canada.   This 
effort  resulted  in  a  meeting  held  in  Kansas  City  in  which  27 
companies,  31  individuals,  and  19  additional  companies  responding 
by  proxy  vote,  voted  unanimously  to  form  a  trade  association 
and  to  provide  a  certification  program  under  this  association. 

I  think  Mr.  Halsey's  testimony  summarized  the  trade  association's 
position. 
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Mr.  Chairman,  Subcommittee  Members  and  guests,  thank  you  for  the 
opportunity  to  testify  on  the  issue  of  professional  certification  and  its  use  in  the 
outside  contractor  bid  process  of  government  agencies. 

I  appear  before  you  today  as  both  a  representative  of  the  International  Air 
Filtration  Certifiers  Association  (lAFCA),  and  a  concerned  citizen  employed  by  a 
small  business  which  holds  contracts  with  various  government  agencies.  I  co- 
founded  LAFCA  in  1992  after  consulting  with  a  number  of  leading  figures  in  the 
field  of  professional  certification,  particularly  in  engineering  and  medical 
technologies.  Over  the  past  three  years  LAFCA  has  grown  to  a  membership  of  over 
fifty  companies  stretching  from  Canada  to  Puerto  Rico,  representing  the  vast 
majority  of  companies  employed  in  the  calibration,  maintenance  and  certification  of 
biological  safety  cabinets.  Our  principle  effort  over  this  period  has  been  to  develop 
an  equitable,  stable,  professional  skills  certification  program.  Our  program  is  based 
on  the  best  counsel  available  from  organizations  with  a  proven  track  record  of 
fairness  and  overall  quality  in  providing  similar  services  to  like  industries.  In 
forming  our  program  we  have  instituted  a  series  of  checks  and  balances  which  allow 
any  individual  or  company  with  an  interest  in  our  industry  to  take  part  in  its 
management,  raise  questions  as  to  our  techniques  and  institute  changes  in  our 
procedures  after  eliciting  support  from  our  sponsors  and  advisors  from  outside  our 
specific  industry.  In  this  way  we  have  endeavored  to  avoid  the  pitfalls  which  we  feel 
have  compromised  other  efforts  of  a  similar  nature. 


1  relate  this  in  order  to  provide  a  contrast  to  the  methodology  of  some 
organizations  which  have  sought  to  capitalize  on  a  growing  demand  for  professional 
skills  certification  in  a  wide  variety  of  industries.  These  organizations  have 
discovered  a  means  by  which  they  can  use  the  government  contract  bidding  process 
to  establish  a  monopoly.  The  process  is  actually  quite  simple.  A  company  merely 
seeks  out  an  industry  served  by  small  business  which  is  considering  the  need  for 
some  sort  of  professional  certification.  The  company  establishes  an  advisory  or 
steering  committee  to  assist  them  in  establishing  credibility  within  the  industry.  It  is 
not  difficult  to  convince  volunteers  of  some  stature  within  the  industry  to  serve  on 
such  a  committee  as  the  potential  for  professional  prestige  through  association  with 
the  future  credentialing  body  of  the  industry  is  considerable.  This  steering  v? 

committee  is  well  versed  in  the  techniques  and  demands  of  the  profession  in  .•: ;: 

question  as  they  represent  a  variety  of  individuals  affiliated  with  the  industry.  This 
committee  sets  about  designing  an  examination  program  which  will  accurately 
evaluate  the  skills  of  their  fellow  professionals.  The  sponsoring  company  relies  on 
the  industry  experts  exclusively  for  this  process. 

As  the  development  progresses,  the  members  of  the  steering  committee  are 
encouraged  to  promote  the  upcoming  program  as  a  positive  addition  to  the 
industry.  The  steering  committee  members  are  more  than  willing  to  do  this  as  they 
are  convinced  that  they  are  working  to  better  the  industry. 
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The  program  now  begins  to  develop  a  life  of  its  own.  It  is  the  subject  of 
much  discussion  within  the  industry.  Questions  of  task  identification  and  ^ 

performance  evaluation  dominate  these  discussions  as  these  are  perceived  to  be  the 
key  components  of  such  a  program.  Unfortunately,  there  is  one  critical  area  of  the        ^ 
program  which  is  left  entirely  to  the  sponsoring  company.  This  area  is  concerned         .  -^ 
with  the  establishment  of  a  system  of  ongoing  management  of  the  program, 
including  pricing  the  examination.  At  some  point  the  well-intentioned  committee 
attempts  to  address  these  "secondary''  issues  and  is  informed  that  this  area  will  be 
handled  by  the  sponsoring  company.  After  all,  they  will  be  tasked  with  the  day  to  ^ 

day  operations  and  management  and  are  funding  the  overall  development.  This      ,(<i|,^ 
seems  reasonable  to  the  committee,  and  if  not,  the  committee  has  devoted  so  much        .p 
time  and  effort  to  the  program,  not  to  mention  their  own  personal  reputations  which 
by  now  are  inextricably  tied  to  the  eageriy  awaited  product,  that  the  committee 
members  must  push  forward.  « 

At  this  point  the  nature  of  the  exercise  has  changed  dramatically.  From  its 
beginnings  as  a  consensus  based,  standards  setting  body,  the  committee  has  evolved. 
With  the  encouragement  and  active  participation  of  the  sponsoring  company,  the 
program  has  now  been  widely  publicized  as  a  great  leap  forward  for  the  industry. 
At  each  step  of  the  way,  the  members  of  the  Steering  Committee  have  sought  to 
elicit  support  from  the  business  community  for  this  effort.  Such  support  is  not  hard 
to  find  as  this  is  the  only  program  under  development  and  most  have  agreed  that 
something  of  this  nature  is  sorely  needed  within  the  industry. 
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As  the  eiamination  deveiopment  phase  winds  down,  questions  relating  to  the 
ongoing  management  of  the  program  are  addressed.  The  sponsoring  company 
explains  to  the  committee  that  this  will  be  a  very  costly  program  to  administer.  This 
is  not  problematic,  however  due  to  the  expressed  support  from  the  industry  for  the 
program.  After  all,  it  is  reasoned,  this  effort  will  vastly  increase  the  professionalism 
within  the  industry.  If,  as  is  the  case  in  our  industry,  serious  safety  issues  relating  to 
proper  performance  of  the  tasks  to  be  evaluated  can  he  tied  in,  the  choice  is  clear. 
Who  could  be  against  increased  professional  standards  which  wiU  directly  impact 

the  health  and  safety  of  both  tested  individuals  and  their  clients? 

-.n 

We  have  now  reached  a  sort  of  critical  mass.  The  program  must  go  forward. 
Pre-release  publicity  has  tied  the  considerable  reputations  of  the  members  of  the       ...-.j 
Steering  Committee  and,  in  turn,  their  respective  agencies,  companies,  etc  to  this     -.^^ 
effort  We  have  progressed  from  development  to  justification.  What  seemed 
relatively  simple  earlier  in  the  process  is  becoming  increasingly  difficult.  The  lack  of 
experience  in  the  unfamiliar  world  of  psychometrics  is  beginning  to  tell.  As  a  release 
date  nears,  the  committee  is  confronted  with  a  steady  increase  in  requests  for  detail. 
As  they  respond,  flaws  in  the  program  are  found.  Now  that  the  business  community 
at  large  is  able  to  review  the  program  a  nearly  constant  stream  of  specific  questions 
are  raised.  This  is  not  the  result  of  intentional  omission  on  the  part  of  the 
committee.  They  are  simply  missing  one  essential  component  to  the  effective 
development  of  such  a  program,  experience.  If,  at  this  stage,  someone  on  the 
committee  attempts  to  bring  in  outside  help,  they  are  faced  with  a  decidedly  hostile 
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response.  The  sponsoring  company  points  out  that  a  release  date  nears.  They  can 

not  afTord  to  undertake  a  wholesale  overhaul  at  this  late  stage  of  the  game. 

i 

Problems  which  might  have  forced  an  abandonment  of  the  relationship  with 

the  sponsoring  company  in  the  early  stages  must  now  be  resolved  while  preserving 

the  program  due  to  the  amount  of  time  and  effort  which  has  gone  into  it  If  the 

committee  discovers  that  the  sponsoring  company  is  intractable  on  management 

issues,  they  are  faced  with  the  unpleasant  choice  of  hoping  to  resolve  them  in  the 

future  or  walking  out  on  the  program.  This  is  a  poor  option  as  the  program  nears 

completion  and  the  committee  faces  a  formal  ascendancy  into  the  industries' 

leadership  role.  At  this  stage,  the  committee  members  discover  that,  although  they 

have  developed  the  technical  aspects  of  the  program,  they,  in  fact,  have  little  or  no 

authority  over  the  sponsoring  company. 

Outside  of  the  committee,  another  dynamic  is  shaping  the  debate.  Potential 
critics  of  the  proceedings  are  discouraged  from  commenting  due  to  the  obvious  costs 
associated  with  questioning  many  of  the  more  notable  names  in  the  industry  on  a 
matter  involving  professional  competency.  It  is  easy  for  apologists  of  the  program  to 
question  the  motives,  if  not  the  competence,  of  one  who  appears  to  be  against  such  a 
noble  effort  It  becomes  increasingly  difficult  to  critique  this  type  of  program 
without  being  portrayed  as  professionally  backward  or  incompetent.    In  this  way, 
the  sponsoring  company  has  evolved  into  the  owner  of  a  sort  of  sacred  cow.  They 
have  effectively  stifled  criticism  within  the  industry,  provided  themselves  with  an 


extremely  efTective  marketing  tool  (the  committee)  and  created  a  no-lose  -  -  \, 

environment  due  to  the  lack  of  competition  and  the  industries'  considerable 
investment  in  time  and  talent.  '*  I,!    ^      -i  •l><ii  3iff^ 

The  company  which  began  this  process  is  now  virtually  immune  from 
substantive  criticism.  They  are  free  to  not  only  set  prices  related  to  the  ■'  r 

examinations  as  they  see  fit,  but  also  to  pare  down  the  Steering  Committee  as  the 
bulk  of  the  development  is  behind  them.  This  is  portrayed  as  a  reasonable 
downsizing  in  preparation  for  day  to  day  management,  but  it  allows  the  sponsoring 
company  to  choose  who  will  have  the  right  to  work  behind  the  scenes  with  them  on 
the  program  and  remove  unwanted  members.  Now  the  program  is  instituted  and 
the  sponsoring  company  enjoys  a  monopoly  in  the  field  backed  by  a  star  chamber 

Steering  Committee. 

> 

I  relate  this  scenario,  not  as  some  dire  prediction  of  the  future  should  i 

appropriate  action  not  be  taken.  This  is  a  description  of  the  events  which  began  to  i 

unfold  in  our  industry.  The  final  outcome  has  been  altered  because  some  in  our  j 
industry  showed  the  courage  to  not  only  speak  out,  but  to  offer  an  alternative. 

I 
The  point  of  this  narrative  as  it  relates  to  this  Subcommittee  is  this:  Due  to 

I 
the  nature  of  professional  certification  and  an  increasing  reliance  upon  such 

programs  throughout  both  the  public  and  private  sectors,  organizations  which 

manage  to  insinuate  their  programs  into  bidding  specifications,  particulariy  those 

specifications  relating  to  government  contracts,  find  themselves  in  a  unique  position 
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of  power.    1  am  confldent  that,  upon  review,  you  will  share  my  concern  that  an 
opportunity  for  abuse  exists  and  is  being  exploited  by  organizations  eager  to  mine 
this  lucrative  field.  ''' 

Our  case  involves  the  National  Sanitation  Foundation,  International  (NSF). 
This  organization  is  not  to  be  confused  with  the  National  Science  Foundation  which 
also  uses  the  acronym  NSF. 

In  our  case,  NSF  has  developed  a  program  using  the  procedure  outlined 

•  tj 

above.  Neither  NSF  nor  anyone  on  the  Steering  Committee  had  any  prior 

.  n 

experience  with  psychometrics  (the  science  of  human  competency  testing)  or  the 

i) 

development  of  existing  professional  certification  programs.  I  became  involved 
with  this  case  in  1992  when  several  companies  contacted  me  regarding  concerns 
over  a  program  being  developed  by  NSF.  I  attended  a  Steering  Committee  meeting 
in  Anne  Arbor,  Michigan  on  April  22, 1992.  I  came  away  very  concerned  with  the 
lack  of  professionalism  and  clear  absence  of  previous  experience  in  the  development 
of  such  a  program.  I  was  aware  that  the  program  had  been  copyrighted,  published    « 
and  distributed  widely  by  NSF  on  May  1, 1991,  only  to  be  retracted  later  that  year.    ^^ 
Unfortunately,  NSF  made  no  effort  to  inform  the  organizations  to  which  the 
program  had  been  distributed  that  the  retraction  had  taken  place. 

The  total  confusion  surrounding  this  program  was  plainly  evident  at  the 
Steering  Committee  meeting  which  I  attended.  The  program  was  widely  believed  to 
be  in  place  throughout  our  industry  due  to  publicity  generated  by  NSF  and  the 
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Steering  Committee.  It  was,  in  fact,  in  its  infancy  behind  the  closed  doors  of  the 
Steering  Committee.  The  gulf  that  separated  the  perceptions  held  by  the  general 
public  and  the  reality  was  enormous.  Questions  regarding  the  most  fundamental 
aspects  of  the  program  were  on  the  table  with  no  apparent  resolution  in  sight  This 
was  the  status  of  a  program  which  had  been  released  to  the  public  with  much 
fanfare  as  "finalized"  (NSF  memo  to  the  Steering  Committee,  May  24, 1991)  eleven 
months  earlier. 

After  attending  the  Steering  Committee  meeting,  I  reviewed  copies  of  the 
program  which  had  been  circulated  by  NSF  with  several  experts  in  the  field  of 
human  competency  assurance.  These  included  the  National  Organization  for 
Competency  Assurance  (NOCA)  and  the  National  Institute  for  Certification  in 
Engineering  Technologies  (NICET),  which  is  the  testing  program  sponsored  by  the 
National  Society  of  Professional  Engineers  (NSPE).  I  received  a  universally  negative 
rating  of  the  program.  In  all  cases,  I  was  advised  not  to  become  involved  in  this 
program  as  it  was  of  highly  questionable  quality.  I  also  met  with  the  Board  of 
Directors  of  the  International  Certification  Commission  (ICC),  an  organization 
which  certifies  professionals  in  the  field  of  biomedical  engineering  technologies 
world  wide.  I  requested  that  the  ICC  endeavor  to  certify  individuals  in  my  field  as 
they  had  the  experience  and  reputation  to  handle  our  needs.  Unfortunately,  the 
ICC  was  unable  to  assist  us  due  to  their  work  load,  but  they  were  very  helpful  in 
recommending  that  we  turn  to  NICET  for  hands-on  assistance  in  developing  our 
own  program.  I  was  assured  by  them,  and  the  other  experts  with  whom  I  consulted. 
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that  a  program  operated  by  an  association  representing  the  industry  was  the  best 
way  to  assure  a  fair,  open  process  which  could  avoid  the  problems  encountered  by 
the  NSF  program. 

During  this  period  problems  relating  to  contracts  and  bid  specifications  were 
increasing.  Universities,  Hospitals  and  private  sector  biological  research  firms  were 
relying  on  published  information,  received  unsolicited  from  the  NSF,  to  require  that 
individuals  and  companies  attain  an  NSF  "accreditation"  to  bid  on  contracts.  In 
fact,  there  were  no  NSF  "accredited"  companies  or  individuals.  Contrary  to  the 
published,  copyrighted,  NSF  Certification  Policies  for  The  Accreditation  of 
Biohazard  Cabinet  Certifiers,  May  1, 1991,  fully  one  half  of  the  program,  that 
dealing  with  corporate  accreditation,  had  been  postponed  indefinitely.  This  fact 
was  not  made  public  and  various  companies  within  our  industry  were  actively 
preparing  to  be  accredited.  This  process  included  responding  favorably  to  clients 
who,  having  received  copies  of  the  program,  queried  their  contractors  as  to  their 
intentions. 

In  the  midst  of  this  confusion,  one  company,  Z-Scan,  Inc.,  contacted 
Congressman  Pete  Geren,  their  Representative,  requesting  assistance  in  getting 
some  reliable  answers.  Congressman  Geren  contacted  the  NSF  in  July  of  1992 
requesting  a  response  to  the  Z-Scan  inquiry.  In  its  response,  the  NSF  stated  that 
"The  Accreditation  program  will  consist  of  two  parts  -  individual  accreditation  and 
organizational  accreditation.  The  organizational  accreditation  program  has  not 
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been  finalized,  but  we  will  be  announcing  the  program  this  fall."  This  statement 
directly  contradicts  a  May  24,  1991  memorandum  from  Mr.  Bill  Topolski,  Manager, 
biohazard  Certification  at  NSF  to  the  Steering  Committee  with  a  subject  heading  of 
'^Program  Announcement"  which  states  "I  am  pleased  to  announce  that  the 
program  has  been  finalized."  This,  contradiction  has  been  typical  of  the 
information  received  by  the  industry  relating  to  the  program.  As  problematic  as 
these  statements  are,  they  are  dwarfed  by  the  fact  that,  in  spite  of  written  assurances 
to  Congressman  Geren  that  the  program  would  finally  be  introduced  in  the  fall  of 
1992,  three  years  later  our  industry  is  still  waiting.  The  organizational  program  has 
never  been  released.  Not  only  did  the  NSF  mislead  the  Congressman  in  1992,  but  it 
has  never  made  any  attempt  to  inform  him  that  they  misstated  the  facts.  This,  from 
an  organization  which  intends  to  serve  as  the  credentialing  agency  for  a  segment  of 
the  bio-safety  industry. 

Nor  is  this  an  isolated  example  of  a  troubling  distinction  between  the  facts 
and  NSF  public  statements.  At  the  April  22,  1992  Steering  Committee  meeting 
which  I  attended,  the  committee  discussed  at  length  the  impact  of  the  extremely 
high  prices  NSF  intended  to  charge  for  participation  in  the  program.  I  quote  the 
meeting  summary  as  published  by  NSF  on  May  8,  1992:  "Special  emphasis  was 
placed  on  the  need  to  educate  the  public  and  end  user  about  the  accreditation 
program.  Safety  officers  and  purchasing  officers  must  be  made  aware  of  the  reasons 
for  the  additional  costs  they  will  incur  as  a  result  of  the  accreditation  program." 
The  result  of  that  directive  from  the  Steering  Committee  can  be  judged  from  the 
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literature  released  by  the  NSF  touting  the  program.  "Does  you  laboratory  provide  a 
safe  working  environment?  That's  a  difficult  question  to  answer  as  so  many  factors    ^^ 
must  be  evaluated  to  ensure  laboratory  safety.  NSF  International,  a  recognized 
world  leader  in  safety,  health,  and  environmental  product  evaluation  and 
Certification  for  over  fifty  years,  offers  you  an  important  program  designed  • 

specifically  for  your  safety  and  the  safety  of  your  staff.  What's  best  about  this 
program  is  that  it  costs  you  nothing.  You  need  only  make  a  decision  as  to  the  level 
of  competency  you  require  from  the  individuals  who  service  your  biological  safety 
equipment"  (NSF  International,  March  20, 1995) 

To  appreciate  the  type  of  costs  involved  with  this  program  one  need  only 
examine  the  charts  accompanying  my  testimony.  Here  we  see  the  initial 
examination  cost  as  compared  with  other  examples  including  our  own,  NICET  and 
the  Virginia  Certified  Public  Accountant  examinations.  Note  that  the  NSF  fee  is 
ne»riy  fifteen  times  the  cost  of  the  exams  offered  by  NICET  for  engineers 
nationwide.  Next  we  see  the  annual  fees  associated  with  these  programs.  These  are 
the  fees  charged  by  the  certifying  body  to  remain  on  the  active  roles  after 
successfully  completing  the  examination  process.  Finally,  we  see  the  two  costs  side- 
by-side.  You  will  note  that  the  annual  fees  associated  with  the  NSF  program  exceed 
the  examination  fees  charged  by  the  other  agencies.  These  are  the  costs  associated     '  ■ 
with  a  program  which  is  seeking  public  approval.  One  can  only  speculate  what  the 
costs  will  be  once  the  program  is  written  into  bid  specifications  and  contracts. 
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requiring  participation  in  order  to  fulfill  the  terms  of  contracts  between  cabinet     ^ 

certifiers  and  federal  agencies  and  private  sector  companies. 

We  are  now  faced  with  the  true  scope  of  this  problem.  As  a  result  of  a  direct 

n 
marketing  campaign  to  our  clients,  at  least  one  federal  agency  is  preparing  to  release 

3 

bid  specifications  this  fall  requiring  an  NSF  accreditation  to  bid  on  a  five  year 
contract.  Not  only  is  this  program  unworthy  of  such  endorsement,  but  the  agency  in 
question  is  viewed  by  our  industry  as  a  leader  in  these  matters.  Other  groups  often 
simply  duplicate  the  language  of  such  contracts,  assuming  that  this  agency  is  well 

informed  and  a  good  candidate  for  emulation. 

f 

Mr.  Chairman,  lAFCA  did  not  set  out  to  raise  this  issue  before  the  Congress. 

We  have  been  aware  of  these  problems  for  some  years  but  have  sought  to  provide  a 

II 
viable  alternative  to  the  NSF  program  in  the  hopes  that  consumers  would  decide 

which  they  prefer.  That  decision  has  clearly  been  made  in  the  sense  that  lAFCA  has 

tested  the  vast  majority  of  certifiers  seeking  this  type  of  service  over  the  past  several 

years.  What  we  can  not  tolerate,  however,  is  the  situation  in  which  we  now  find 

ourselves.  The  NSF  has  targeted  our  clients  with  the  type  of  scare  tactic  literature 

from  which  I  have  quoted.    These  attempts  to  frighten  our  client  base,  specifically 

federal  agencies,  into  requiring  us  to  take  part  in  a  program  with  which  we  are  so 

justifiably  repulsed  are  not  to  be  tolerated.  While  lAFCA  has  quietly  set  about  to 

provide  a  true  consensus  based  service,  a  handful  of  NSF  supporters  have  attempted 

to  bypass  our  input  or  pressure  us  out  of  existence.  After  Congressman  Geren 
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requested  information  Trom  NSF I  received  a  very  disturbing  telephone  call.  A 
member  of  the  NSF  Steering  Committee  who  is  also  a  federal  agency  employee  of 
some  standing  informed  me  in  heated  tones  that  I  had  ''no  right"  to  involve  a 
member  of  Congress  in  this  matter.  Somewhat  stunned  at  this  statement,  I 
expressed  the  view  that  it  was  the  designed  function  of  a  Congressman  to  attempt  to 
assist  in  constituent  based  requests  such  as  this  and  that  perhaps  we  should  continue 
the  discussion  with  Congressman  Geren.  At  this  point  the  conversation  took  a 
complete  turn  as  the  caller  allowed  as  how  he  had  perhaps  overstated  his  point.  I 
was  left  to  wonder  how  many  other  calls  of  this  nature  had  taken  place  and  how 
many  others  may  have  bowed  to  the  initial  pressures  of  the  caller. 

In  summation,  I  would  like  to  respectfully  request  that  the  Subcommittee 
investigate  the  use  of  professional  certification  standards  as  federal  bid 
requirements.  I  would  also  like  to  formally  request  that  Congressman  Geren 
investigate  the  activities  of  the  NSF  relating  to  this  matter  and  their  written 
statements  to  him  through  his  membership  in  the  Basic  Research  Subcommittee  of 
the  House  Committee  on  Science.  Thank  you  for  your  time  and  consideration.  I  am 
now  prepared  to  answer  any  questions  that  you  might  have. 
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DAVID  A,  PREVAR 

AREA  SAFETY  AND  HEALTH  MANAGER 

BELTSVILLE  AREA,  AGRICULTURAL  RESEARCH  SERVICE 

UNITED  STATES  DEPARTMENT  OF  AGRICULTURE 

before  the 
United  States  House  of  Representatives 

Committee  on  Small  Business 
Subcommittee  on  Government  Programs 

August  2,  1995 


Mr.  Chairman,  Members  of  the  Committee,  thank  you  for  inviting  me  to  testify  before  your 
subcommittee,  on  the  issue  of  government  contract  requirements  that  specify  particular 
professional  certifications. 

I  will  be  limiting  my  discussion  to  scientific  research  and  the  use  and  certification  of  biological 
safety  cabinets—the  principal  containment  devices  used  to  provide  a  sterile  environment  for 
research  materials,  and  to  prevent  escape  of  pathogens  into  the  laboratory  (Enclosure).  I  would 
like  to  first  provide  my  practical  experience  in  this  area,  then  give  an  overview  of  the  importance 
of  these  cabinets  at  the  Beltsville  Agricultural  Research  Center,  followed  by  a  description  of  the 
challenges  I  fiice  in  assuring  that  I  contract  services  that  truly  support  the  mission  of  the  agency 
and  protect  the  health  of  our  employees. 

I  conducted  research  at  the  National  Institutes  of  Health  for  nearly  8  years,  on  respiratory 
viruses.  Part  of  my  laboratory's  work  involved  isolation  of  pathogens  in  cell  and  tissue  cultures, 
manipulations  of  various  concentrations  of  these  as  we  studied  and  characterized  them,  and 
manipulations  of  human  and  nonhuman  primate  blood  and  body  fluids.  It  was  necessarry  to 


prevent  contamination  of  our  work,  and  it  was  an  even  greater  concern  that  the  viruses, 
bloodbome  pathogens  and  communicable  diseases  from  the  animal  work  not  escape  into  the      ;  i.i.  > .' 
laboratory.  In  addition,  we  prepared  cell  cultures  for  experiments  and  grew  stocks  of  viruses, 
necessitating  a  sterile  work  environment.  Accordingly,  I  was  appropriately  respectful  of  the 
dangers  that  my  work  presented  to  me,  personally.  I  was  also  dedicated  to  perform  research  in 
the  most  professional  manner  that  maintained  the  integrity  of  the  results.  Therefore,  I  was  \jv.i 

absolutely  dependent  on  my  biological  safety  cabinet  performing  as  it  was  intended,  and  that      .     ly; 
means  it  had  to  be  properly  set  up  and  properly  maintained,  including  an  jirmual  certification.      ;.  *•!'  ' 

I  transferred  my  research  experience  to  the  NIH  Division  of  Safety,  where  I  was  Safety  and        ^.i■■'•^^i, 
Health  Consultant  to  several  of  the  Institutes  for  over  six  years,  including  the  National  Cancer   .       i>. 
Institute.  Part  of  my  responsibility  was  to  teach  scientists  and  technicians  the  eflFective  use  of 
biological  safety  cabinets.  These  devices  were  critical  for  most  of  my  customers,  who  worked  in 
a  wide  range  of  research  areas,  including  Bord^ella  pertussis  (whooping  cough),  Hepatitis, 
recombinant  DNA,  and  HIV  (AIDS).  I  also  participated  in  the  production  of  the  NIH  training 
videotape,  "Working  Safely  with  HIV,"  in  which  the  biological  safety  cabinet  is  prominently 
featured.  • ;  _  -  [ 

Now,  I  am  the  Safety  and  Health  Manager  at  Beltsville  Agricultural  Research  Center.  I  have  been 
there  since  mid-1988,  but  only  recently  have  I  been  given  responsibility  for  contracting  the 
maintenance  and  certijBcation  services  of  both  biological  safety  cabinets  and  laminar  flow  clean  air 
benches.  The  latter  device  provides  only  product  protection,  and  although  they  are  important  to 
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many  of  our  plant  scientists  (and  for  certain  applications  in  clinical  and  pharmaceutical  facilities), 

I  can  simplify  my  remarks  by  addressing  only  biological  safety  cabinets  at  this  time.  ,r! 

The  mission  of  the  Agricultural  Research  Service,  as  described  in  its  literature,  is  to  develop  new  •,,. 
knowledge  and  technology  needed  to  solve  technical  agricultural  problems  of  broad  scope  and 
high  national  priority  in  order  to  ensure  adequate  production  of  high-quality  food,  fiber,  and  other 
agricultural  products  to  meet  the  nutritional  needs  of  the  American  consumer,  to  sustain  a  viable 

food  and  agricultural  economy,  and  to  maintain  a  quality  environment  and  natural  resource  base.  75 
The  biological  safety  cabinet  plays  an  important  role  in  such  diverse  fields  as  plant  and  animal 

genetics,  biocontrol  of  diseases  and  pests,  human  nutrition  studies,  parasitic  livestock  diseases,  t ; 
and  prevention  of  foodbome  parasites.  Some  of  the  research  involves  handling  human  blood  and 

body  fluids,  with  the  risk  of  exposure  to  bloodbome  pathogens.  Some  of  the  research  involves  -  J 

parasites  that  infect  humans.  To  a  limited  extent,  radioactive  materials  may  be  used.  These  J- 

containment  devices  must  be  fiinctioning  property  to  maintain  integrity  of  the  research,  and  to  t 

protect  the  researcher  and  laboratory  firom  exposure  to  what  is  being  handled  in  the  cabinet.  ;     ■  irt 

The  contract  I  am  preparing  will  have  to  address  qualifications  of  the  personnel  proposed  by  the    '-.i' 
offeror  to  perform  the  work.  An  improperty  fimctioning  cabinet  jeopardizes  the  research  and  the 
researchers.  Cabinets  are  certified  when  they  are  installed  and  then  annually,  after  they  are  >i^ 

moved,  and  after  replacing  filters.  Certification  involves  such  tasks  as  leak  tests  at  many  locations 
around  the  cabinet,  measurement  of  air  velocity  and  directional  air  flow,  and  testing  the  HEP  A      » 
(high-efficiency  air  particulate)  filters  for  leaks.  Technicians  must  be  able  to  detect  and  correct      ■< 
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deficiencies.  As  I  write  this,  I  am  thinking  of  a  real-life  incident  just  related  to  me  by  a  biosafety 
consultant,  in  which  hospital  workers  seroconverted  (showed  evidence  of  exposure  to) 
tuberculosis  due  to  an  undetected  hole  in  a  biological  safety  cabinet  HEPA  filter 

I  believe  it  is  reasonable  to  expect  a  certain  degree  of  competency  of  my  contractors  in  this  area. 
I  also  feel  that  the  minimum  qualifications  imposed  on  the  contrartor  should  be  reasonable    My 
problem  is:  How  do  I  know  I'm  being  fair  to  offerors,  while  meeting  my  duty  to  provide 
competent  services  for  the  scientists?  Having  experience  at  the  NIH  in  research  and  safety,  and 
being  a  member  of  the  American  Biological  Safety  Association,  I  am  aware  of  what  (I  would  say) 
most  biosafety  professionals  regard  as  the  national  standard  for  construction  and  performance 
requirements  of  biohazard  cabinets,  National  Sanitation  Foundation  (NSF)  Standard  49    The  NSF 
also  developed  a  testing  and  certification  service  for  manufacturers  of  the  most  often  purchased 
type  of  cabinet.  The  NSF  now  has  a  Biohazard  Cabinet  Field  Certifier  Accreditation  Program. 
This  program  includes  a  written  exam  and  a  hands-on  practical.  With  the  NSF  Standard  49  being 
so  internationally  recognized,  and  the  NSFs  leadership  (especially  as  a  not-for-profit  company)  in 
developing  cabinet  certification  and  field  certifier  accreditation  programs,  I  feel  compelled  to 
wdgh  possession  of  these  credentials  as  necessary  requirements  of  my  contractor.  I  know  that 
several  respected  institutions  in  this  country  offer  training  in  the  testing  and  certification  of 
biohazard  cabinets,  and  even  administer  the  NSF  exam.  The  cost  seems  to  be  between  one  and 
two  thousand  dollars.  I  am  sure  there  are  other  costs  associated  with  gaining  competency  in  this 
field,  but  these  seem  reasonable  considering  the  nature  of  the  work. 
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What  other  credentials  would  be  acceptable?  At  this  point,  I  do  not  know.  The  present  standard 
seems  to  be  based  on  objective  criteria  developed  by  what  appears  to  be  a  consensus  process  led 
by  a  not-for-profit  organization.  If  an  offeror  claims  that  their  competency  is  comparable,  it  is         ^ 
incumbent  on  them  to  present  a  convincing  argument.  The  stakes  involved  are  very  high,  for 
research  and  safety.  It  seems  prudent  to  me  to  require  an  acceptable  level  of  competency.  I  want 
assurances  that  my  contractor  can  perform  the  work.  Users  of  the  cabinets  demand  that  the 
equipment  protects  their  work  and  health. 

I  have  recently  been  informed  about  two  trade  organizations  involved  in  this  field,  one  as  a  . 

certifier,  and  the  other  as  an  evaluator  of  controlled  environment  systems  and  certification  ^ 

programs.  I  will  contact  them  before  requesting  proposals.  My  contracting  oflSce,  by  the  way,  ^ 
relies  on  me  for  the  technical  aspects  of  the  contract. 

In  conclusion,  the  manner  in  which  I  must  proceed  is  to  benchmark  other  institutions,  to  learn         « 
what  I  can  fi-om  their  expertise  and  experience.  I  am  trying  to  be  reasonable  and  fair  to  all 
offerors,  and  at  the  same  time  provide  researchers  the  service  they  require.  I  will  do  some  honest 
homework,  and  consult  the  most  experienced  and  knowledgeable  colleagues  I  know.  I  would  be 
pleased  to  expand  on  anything  I  have  covered.  - ;,  >  ^       ;.  y;  >j  -:  . ; 
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Good  morning  Mr.  Chairman  and  Members  of  the  Subcommittee.    I  am 
Frank  P.  Simione,  Jr.,  Vice  President  for  Operations  and  Safety  Officer  at  the 
American  Type  Culture  Collection  in  Rockville,  Maryland  (Attachment  1 ).   I  am 
also  a  Vice  Chairman  of  ASTM  Committee  E48  on  Biotechnology  (Attachment 
2).   The  American  Type  Culture  Collection  (ATCC)  is  a  not-for-profit  scientific, 
organization  founded  in  1925  for  the  purpose  of  providing  biological  reference 
standards  to  scientists  throughout  the  world.   Presently  ATCC  has  2 1 5 
employees  and  an  annual  operating  budget  of  $  18  million.   The  American 
Society  for  Testing  and  Materials  (ASTM)  Committee  on  Biotechnology  was 
formed  in  1985,  and  I  am  a  charter  member  of  the  Committee,  served  as  Chair 
of  several  subcommittees,  and  have  been  involved  in  the  development  of  several 
ASTM  consensus  standards.   I  am  also  a  member  of  the  National  Committee  for 
Clinical  Laboratory  Standards  (NCCLS)  (Attachment  3)  and  I  have  participated 
in  the  development  of  standards  for  the  clinical  laboratory  as  well  for 
approximately  fifteen  years.  '^■' 
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Thank  you  for  inviting  me  to  appear  before  you  this  morning.    My 
testimony  today  is  presented  from  the  point  of  view  of  an  organization  that 
procures  services  and  products  requiring  adherence  to  strict  quality  standards, 
and  from  the  perspective  of  my  involvement  in  the  development  of  consensus 
standards.    In  addition  to  providing  products  and  services,  ATCC  competes  for 
government  grants  and  contracts.   We  have  a  program  in  place  for  assuring  "'^ 
procurement  of  products  and  services  from  Small  and  Small  Disadvantaged 
Businesses  in  support  of  our  government  contracts  and  other  business  activities. 
The  question  I  would  like  to  address  is  how  an  organization  like  ATCC  can 
balance  the  need  for  quality  in  the  products  and  services  it  solicits,  and  at  the 
same  time  maintain  fairness  in  allowing  competition  in  providing  them. 

At  ATCC  we  do  not  rely  solely  upon  the  qualifications  of  the  vendor  to 
provide  us  with  services  and  products  that  meet  the  needs  of  our  programs. 
Each  solicitation  carries  with  it  our  quality  requirements,  and  these  specifications 
are  used  to  ensure  that  the  product  or  service  meets  our  particular  needs. 
Products  are  often  qualified  by  performance  testing  in  our  laboratories  prior  to 
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purchasing.   For  services,  we  continue  to  qualify  the  performance  of  the  vendor 
even  after  a  contract  is  awarded  and  work  has  begun.    We  do  not  rely  on  the 
certifications  provided  to  us  by  the  vendor  as  our  only  assurance  of  j>'y- 

performance.   Two  examples  will  illustrate  these  processes.  ^     .-.••!: 

A  critical  component  of  the  growth  requirements  for  some  of  our  tissue^ 
cultures  is  fetal  bovine  serum.   This  product  must  be  of  excellent  quality  to  both 
ensure  growth  promotion  and  continued  purity  of  our  cell  lines.   The  providers 
of  the  fetal  bovine  serum  all  adhere  to  strict  standards  of  quality  in  preparing 
their  product.   Their  claims  to  high  quality  are  presented  in  their  promotional 
materials,  and  all  reputable  manufacturers  base  their  claims  on  adherence  to 
industry  standards.   Despite  these  assurances,   we  require  that  samples  of  each 
lot  of  the  fetal  bovine  serum  to  be  purchased  be  submitted  to  us  for  quality 
testing.  Only  after  passing  our  growth  promotion  testing  is  a  lot  of  serum 
acceptable  for  use  in  our  cell  culture  laboratories.   The  standards  for  acceptable 
fetal  bovine  serum  are  published  and  have  been  accepted  industry-wide,  and  the 
NCCLS  has  developed  a  consensus  standard  on  fetal  bovine  serum  as  well.     .  ,, 
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Our  safety  program  at  ATCC  meets  or  exceeds  the  requirements  for  safe 
practices  in  all  areas  of  the  program.   Examples  include  adherence  to  OSHA's 
Bloodbome  Pathogens   and  Hazard  Communication  Standards  for  biological  and 
chemical  safety.    Many  organizations  use  the  standards  published  by  government 
agencies  such  as  OSHA  as  a  means  to  leverage  their  services  to  organizations 
such  as  ATCC.   They  offer  canned  programs  for  meeting  the  safety  standards;      ; 
claiming  that  without  their  program  the  user  may  be  out  of  compliance.   These 
canned  programs  may  not  even  be  effective  in  all  situations.   Each  organization  ,, 
attempting  to  comply  with  the  government  standards  must  consider  its  specific 
needs  in  building  an  effective  safety  program.   At  ATCC  we  carefiilly  match  the 
services  of  our  safety  contractors  with  the  specific  needs  of  our  program,  and  do 
not  rely  entirely  on  the  demonstrated  qualifications  of  the  contractor.    While  we 
require  the  contractor  to  meet  the  standards  established  for  their  service,  we         , 
continue  to  qualify  their  performance.   For  example,  our  biosafety  cabinets  are    ^ 
certified  by  an  independent  consulting  firm,  according  to  the  current  industry       o 
standards.   However,  we  review  the  performance  of  our  contractor  in  each  case, 
and  ensure  that  the  certification  for  each  cabinet  meets  the  specific  needs  of  the 
user  and  the  laboratory  activity. 
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Any  organization  that  develops  its  own  standard  for  performance,  and  then 
claims  their  standard  to  be  the  only  means  of  compliance,  not  only  does  not 
allow  a  level  playing  field  for  competitive  bidding,  but  does  a  disservice  to  the     < 
user  as  well.   Further  it  is  inappropriate  for  a  government  agency  or  private 
organization  attempting  to  responsibly  choose  a  competent  contractor,  to  limit 
the  bidding  process  to  only  those  vendors  claiming  to  possess  the  specific 
certification  required.    In  my  opinion,  the  most  effective  means  of  assuring       "    - 
qualified  products  and  services,  is  to  develop  the  qualifications  through  a 
consensus  process.   The  consensus  process  ensures  that  the  standard  :•  •' 

development  includes  input  fi-om  the  producer  (the  provider  of  the  product  or       ? 
service),  the  user  and  experts  in  the  specific  area  of  standard  development.   The 
ASTM  and  NCCLS  consensus  standard  processes  are  examples  of  the  - 

effectiveness  of  this  mechanism  in  developing  useful  standards,  that  have  been 
adopted  by  their  respective  constituencies.   As  a  user  of  products  and  services,  I 
am  comfortable  only  with  quality  and  certification  that  have  evolved  from  a 
broad  consensus,  and  I  am  uncomfortable  with  claims  of  quality  performance 
from  vendors  that  have  developed  their  own  standards  and  use  scare  tactics  that 
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include  an  implication  of  non-compliance  (Attachment  4).     Only  when 
standards  are  developed  by  consensus  and  made  available  to  both  users  and 
producers  can  a  level  playing  field  be  provided  for  all  potential  bidders,  and 
quality  at  a  fair  cost  be  assured  for  users. 
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Attachment  I 


ATCC:  A  Global 
Bioscience  Organization 

A  Worldwide  Resource  for  the  Study  of  Evolutionary  and  Environmental  Biology 
Microbiology  Bioinformatics  •  Cellular,  Molecular  and  Developmental  Biology 


COLLECTION  PRODUCTS,  SERVICES 
AND  RESEARCH 


ATCC  IS  the  intematioiai  reference  center  for  tsiological  standards  - 
and  largest  repository'  of  living  organisms,  including 


■  the  world's  oldest 


Algae  and  Protozoa 
Bacteria  and  Bacteriophages 
Cell  Lines  and  h\  ondomas 
Fungi  and  Yea;:i 


Recombinant  DNA  fWatenals 
Animal  and  Plant  Viruses 
'  Collaborations  m  support  of 
research  vr.ih  cultures 


PROFESSIONAL  PRODUCTS  AND  SERVICES 

Patent  Deposit  for  BiolooiC?  s  •  Proprietary  Culture  Deposit  and  Distributio-  • 
Mycoplasma  Testing  •  Freeze-Dr^'ing  of  Biologicals  •  /Microorganism  iaer--zr' :'  • 
DNA  Purification  •  DNA  Fr.gerorinting  •  Customized  LaPoraror;.  Contrac:  Sf '  r-fs  • 

Characterization.  ClassifiCr:ior.  and  Bulk  Propagation  of  Germ  Piasm  •  P-c;, ;:;  "or 

working  v\ith  and  testing  cjltL,res 


EDUCATION  PRODUCTS  AND  SERVICES 


Biotechnology  Patent  Cc'ference  •  Intellectual  Properr,  Eccation  •  Workshops 
including:  Anaerobic  B^ctenology  -  Hybndoma  Technolog\  and  f\/lonoclonal  Antibody 
De\elooment  -  Ferme'trtion  /Microbiology  -  Recombinant  DNA  Techniques  and 
Applications     andmce 


INFORA/IATION 
PRODUCTS  AND  SERVICES 


Reference  Catalogues  for  Cultures  (print,  diskette  CD-l?OM  and  onlinel  • 
Quarterl)  Newsletter  •  Tech'"ical  Support  and  Oirtering  Services  via  Teler, 
and  the  Internet  •  Woiid4\  i.:?  Daial)ase  Access  Thiough  Gopiiei  a:\i  v.a 
Wide  Web  (WWW| 

For  additional  information  contactt 
American  Type  Culture  Collection 


Toll  Free:   I  -800-638-6597 

1!  I    MOIISS:    ',■!■  I        /   i  ;oi|.'ii(. 
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Attachaent    II 
1916  Rac«  Stra«t.   Phlladalphia.  PA  19103-1187     USA 

TEU  (215)299-5400 
FAX:  (215)  977-9079 


E-48 
APPLICATION 

E-48  ON  BIOTECHNOLOGY 

This  application  gives  you  information  about  the  committee.  Its  scope,  officers,  and  structure.  If  you  would 
like  to  become  active  in  ttie  woric  of  ttiis  committee,  please  fin  out  and  mail  the  application  to  ASTM 
Headquarters,  attention  Midge  Torzone.  Manager.  Member  and  (Committee  Services. 

SCOPE:     The  promotion  of  knowledge  and  ttie  devek^pment  of  standards  (classifications,  guides, 
practices,  specifications,  terminok>gy.  and  test  mettKxls)  for  biotechnok^gy. 

The  work  of  this  committee  will  be  coordinated  with  other  ASTM  committees  and  other 
organizatkjns  having  mutual  interests 


CHAIRMAN: 


FIRST  VICE-CHAIRMAN: 


SECOND  VICE-CHAIRMAN: 
RECORDING  SECRETARY: 


James  K.  Shillenn.  Bioprocesstng  Resource  Ctr..  University  ParK  PA 
16802-5807  (814-663-5488)  FAX    814-863-5490 

Lura  J  Powell.  NIST  -  Biotechnology  Oiv..  Chem  Saence  &  Tech.  I_ab.. 
A345.    BIdg.  222  -  Rm.  B208.  Gaithersburg.  MD   20899  (301-975-2627) 

FAX:  301-330-3447 

Frank  P  Simione.  American  Type  Culture  Collection.  12301  Parklawn 
Dr..  Rockville.  MD  20852  (301-231-5532) 

Henry  J.  Behnke.  Oopak.  Inc.  2010  Eastpark  Blvd..  Cranbury.  NJ 
08512  (609-655-3700) 


MEMBERSHIP  SECRETARY:    Larry  E.  Bockstahler.  U.S.  FDA.  (HFZ-113).  Molecular  Biology  Br..  Div. 
of  Ufe  Saences.  OST-CDRH,  Rockville,  MD  20857  (301-443-7287) 
FAX:  301-594-6775 


STAFF  MANAGER: 


Leigh  Anne  Kelly  (215-299-5526) 


SUBCOMMITTEES  OF  COMMITTEE  E-48 

.01  Health  and  Safety 

.02  Characterization  and  Identification  of  Biological  Systems 

.03  Unit  Processes  and  Their  Control 

04  Environmental  Issues 

05  Biomass  Conversion 

06  Biotechnology  Equipment  Qualification  &  Process  Validation 
91  Terminology 


St3ndMras  tor  Mmti 
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Attachment  Til 


NATIONAL COMMIITEE  for 
CLINICAL  LABORATORY  STANDARDS 


The  National  Committee  (or  Clinical  Laboratory  Standards 
(NCCLSI  IS  a  nonprofit,  educational  organization  that 
provides  a  communication  forum  for  the  development, 
promotion,  and  use  of  national  and  international  standards 
Founded  in  1 968  and  accredited  by  the  American  National 
Standards  Institute.  NCCLS  is  based  on  the  principle  that 
voiuntsrY  consensus  standards  are  essential  for  maintain- 
ing the  performance  of  the  clinical  laboratory  at  the  high 
level  necessary  for  quality  patient  care.  NCCLS  repre- 
sents the  clinical  laboratory  community  in  the  United  States 
through  participation  of  individual  laboratories,  laboratory 
professional  associations,  industries,  and  agencies  of  the 
federal  and  state  governments. 

NCCLS  put>lications  describe  laboratory  procedures,  bench 
and  reference  methods,  and  evaluation  protocols  appli- 
cable in  all  the  major  Laboratory  disciplines  The  consensus 
process,  under  wrfiich  the  publications  are  reviewed,  con- 
sists of  formal  procedures  describing  the  development  of 
an  NCCLS  document  and  criteria  for  its  acceptance  as  a 
clinical  laboratory  standard 

PUBLICATIONS 

An  NCCLS  document  is  published  as  a  standard,  guide- 
line, or  committee  repoa. 

Standard  A  document  developed  through  the  consensus 
process  antS  that  clearly  identifies  specific,  essential  re- 
quirements for  materials,  methods,  or  practices  for  use  in 
an  unmodified  form.  A  standard  may,  in  addition,  contain 
discretionary  elements,  w/hich  are  clearly  identified 

Guideline  A  document  developed  through  the  consensus 
process  and  describing  criteria  for  a  general  operating 
practice,  procedure,  or  material  for  the  clinical  laboratory 
communiry.  A  guideline  may  be  used  as  written  or  modified 
by  the  user  to  fit  specific  needs. 

Report  A  document  that  has  not  been  subjected  to 
consensus  review  and  is  released  by  the  Board  of  Direc- 
tors. 

The  term  'standard,'  in  addition  to  having  its  specific 
meaning,  is  also  used  generically  to  refer  to  any  NCCLS 
document. 


eSs" 


CONSENSUS    PROC 

The  NCCLS  voluniary  consensus  process  is  a  proiocol 
establishing  formal  cniena  for 

•  The  authorization  of  a  standards  proiect 

•  The  serial  publicanon  o(  a  docuniem  ihroiifil'  I'^i^ 
levelsof  consensus 


•  The  revision  o(  documents  in  response  to  com 
ments  by  laboratory  users 

•  The  acceptance  ol  a  document  as  a  clinical  Ijbo 
ratory  standard 

Most  NCCLS  documents  are  subject  to  three  levels  of 
consensus  -  proposed,  tentative,  and  approved. 

Proposed  The  proposed  standard  or  guideline  is  the  first 
stage  of  review.  It  should  receive  wide  and  thorough 
technical  review,  both  an  overall  review  of  its  scope  and 
approach  and  a  line-by-line  review  of  its  technical  and 
editorial  content.  The  proposed  document  is  open  for 
comment  for  at  least  60  days . 

Tentative  The  first  edition  tentative  document  is  published 
for  trial  application  and  field  evaluation  of  us  utility  and 
technical  content;  it  is  open  for  comment  for  a  minimum  of 
1  year 

Approved  The  approved  document  is  a  clinical  laboratory 
standard  representing  the  consensus  of  the  laboraior\ 
community.    It  is  reviewed  by  NCCLS  after  3  years. 

N'CCLS  standards  and  guidelines  represent  a  consensus 
opinion  on  good  laboratory  practice.  Provisions  in  NCCLS 
standards  and  guidelines  may  be  more  or  less  stringent 
than  applicable  regulations  Consequently,  conformance 
to  this  voluntary  standard  (or  guideline)  does  not  relieve  the 
user  of  responsibility  for  compliance  with  applicable  regu- 
lations. 

COMMENTS 

The  comments  of  laboratory  users  are  essential  to  the 
consensus  process  Anyone  may  submit  a  comment,  and 
all  comments  are  addressed,  according  to  the  consensus 
process,  by  the  NCCLS  committee  that  wrote  the  docu- 
ment. Comments  either  result  in  a  change  to  the  document 
when  published  at  the  next  consensus  level,  or  are  re- 
sponded to  by  the  committee  in  an  appendix  to  the 
document  Comments  are  especially  important  at  the 
proposed  level  Readers  are  strongly  encouraged  to 
comment  in  any  form  and  at  any  time  on  any  NCCLS 
document.  Address  comments  to  the  National  Office.  771 
East  Lancaster  Avenue.  Villanova.  PA  1 9035 

VOLUNTEER    PARTICIPATION 

L.ilioKiioivscicniisis  in  .-ill  spocisltii'S  aie  iiig':0  Tnvoliin 
IC'.M  lor  iiarlicip.llinil  in  NCCl  S  pro|i"CIS  "'I'j.im'  ilc-1  ■:■ 
Ioiii:li  with  the  N.lliiin.iKIHice  lor  .idililion.il.viriii.ilion'u! 
r'jminilli;(!p.iHic:i|l.iliOfi 


National  Committee  for  Clinical  Laboratory  Standards 


771    C     LANCASTER  AVCNOC     ■    VILLANOVA     PA    190^ 
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Attachment  IV 


N'SF  International 
March  20,  1995 


BIOSAFETY  OFFICER/ 
LABORATORY  MANAGER 


Does  your  laboratory  provide  a  safe  working  environment?  That's  a  difficult  question  to  answer 
as  so  many  factors  must  be  evaluated  to  ensure  laboratory  safety.  NSF  International,  a 
recognized  world  leader  in  safety,  health,  and  environmental  product  evaluation  and  Certification 
for  over  fifty  years,  offers  you  an  important  program  designed  specifically  for  your  safety  and 
the  safety  of  your  staff.  What's  best  about  this  program  is  that  it  costs  you  nothing.  You  need 
only  make  a  decision  as  to  the  level  of  competency  you  require  from  the  individuals  who  service 
your  biological  safety  equipment. 

Since  1976  NSF  has  Certified  Class  U  (Laminar  Flow)  Biohazard  Cabinetry  against  the 
requirements  of  NSF  Standard  49.  All  of  the  leading  manufacturers  of  such  cabinets  in  the 
United  States  continue  to  Certify  cabinets  with  NSF.  A  new  program  was  initiated  in  1991  to 
expand  upon  NSF's  role  in  ensuring  the  safety  of  laboratory  personnel,  the  Biohazard  Cabinet 
Field  Certifier  Accreditation  Program. 

This  program  evaluates  the  competency  of  those  individuals  who  perform  cabinet  certifications 
of  your  Qass  11  hoods.  Those  who  have  successfully  completed  the  Accreditation  process  have 
proven  their  knowledge,  their  skills,  and  their  commitment  to  the  profession. 

NSF  is  pleased  to  be  the  only  program  endorsed  by  the  Controlled  Environment  Testing 
Association  (CETA)  for  evaluating  the  competency  of  Biohazard  Cabinet  Field  Certifiers.  The 
formal  announcement  was  made  in  the  Winter  1995  edition  of  the  Performance  Review:  the 
Journal  of  the  Controlled  Environment  Testing  Association.  Mr.  Michael  Feinstein,  President  of 
CETA,  wrote  the  endorsement  as  his  first  President's  Message  since  accepting  the  position  in 
September  of  1994. 

CETA  is  a  leading  organization  in  the  area  of  testing  and  performance  evaluation  of  field 
installed  controlled  environments,  including  Class  II  Biohazard  Cabinetry.  The  association  was 
formed  for  the  purpose  of  promoting  quahty  assurance  in  connection  with  testing  and  evaluation. 
In  addition,  they  have  established  a  set  of  goals  which  focuses  upon  continuing  education, 
regulatory  interaction,  promotion  of  professional  services,  and  the  development  and  support  of 
industry  Standards.  It's  membership  is  multi-disciplinary  so  as  to  effectively  transfer  thoughts 
and  ideas  amongst  the  interested  parties,  including  indusrr\',  cabinet  manufaciurers.  design 
professionals,  and  users. 


::i->  Nsl    IMI. 
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STATEMENT  OF 

MARSHALL  V.  WASHBURN 

NATIONAL  DIRECTOR,  SPECIALTY  TAXES 

INTERNAL  REVENUE  SERVICE 


BEFORE  THE 

SUBCOMMITTEE  ON  TAXATION  AND  FINANCE 

HOUSE  COMMITTEE  ON  SMALL  BUSINESS 

THE  ADMINISTRATION  OF  EMPLOYMENT  TAXES 

AUGUST  2,  1995 


MADAME  CHAIRMAN  AND  MEMBERS  OF  THE  SUBCOMMITTEE: 

I  AM  PLEASED  TO  REPRESENT  COMMISSIONER  RICHARDSON  AND  TO 
TESTIFY  ON  BEHALF  OF  THE  INTERNAL  REVENUE  SERVICE  ON  THE 
ADMINISTRATION  OF  EMPLOYMENT  TAXES.  DURING  THE  COURSE  OF  MY 
TESTIMONY  TODAY,  I  WILL  BE  ANNOUNCING  TWO  IMPORTANT  CHANGES  TO  THE 
EMPLOYMENT  TAX  PROGRAM  RELATIVE  TO  THE  ISSUE  OF  WORKER 
CLASSIFICATION. 

INTRODUCTION 

THE  IRS  HAS  BEEN  WORKING  TO  IMPROVE  TAX  ADMINISTRATION  FOR  ALL 
TAXPAYERS  INCLUDING  THOSE  WHO  ARE  SMALL  BUSINESS  OWNERS.  IN  MARCH 
1994,  COMMISSIONER  RICHARDSON  ESTABLISHED  THE  SMALL  BUSINESS 
AFFAIRS  OFFICE  TO  WORK  WITH  SMALL  BUSINESS  OWNERS  TO  ADDRESS  ISSUES 
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CROSSING  INDUSTRY  AND  GOVERNMENT  AGENCY  LINES.  THE  COMMISSIONER 
IAS  APPOINTED  BARBARA  JENKINS  TO  HEAD  UP  THIS  OFFICE.  r^  ,{  -.  .^ 

WITHIN  THE  LAST  SEVERAL  MONTHS,  COMMISSIONER  RICHARDSON 
ACCOMPANIED  BY  OTHER  IRS  REPRESENTATIVES  CONDUCTED  A  SERIES  OF  SIX 
"TOWN  MEETINGS"  WITH  SMALL  BUSINESS  OWNERS  ACROSS  THE  COUNTRY-  -        ,.  ■ 
FROM  SEATTLE,  WASHINGTON  TO  MANCHESTER,  NEW  HAMPSHIRE  TO  LAS 
CRUCES,  NEW  MEXICO.  SMALL  BUSINESS  PARTICIPANTS  MADE  NUMEROUS 
THOUGHTFUL  SUGGESTIONS  AT  THESE  MEETINGS  FOR  IMPROVEMENT  THAT  THE     f 
IRS  IS  REVIEWING.  ..^    ^  . 

THE  COMMISSIONER  ALSO  PARTICIPATED  IN  THE  WHITE  HOUSE  •  ; 

CONFERENCE  ON  SMALL  BUSINESS.  AT  THIS  CONFERENCE,  THE  PARTICIPANTS 
IDENTIFIED  WORKER  CLASSIFICATION  AS  THEIR  NUMBER  ONE  CONCERN.  ; 

WORKER  CLASSIFICATION  IS  ALSO  A  SIGNIFICANT  ISSUE  IN  THE  INTERNAL  , 

REVENUE  SERVICE'S  ADMINISTRATION  OF  EMPLOYMENT  TAXES.        ,       ; ,,        j  (..  • 

THE  COMMON-LAW  STANDARD 

UNDER  THE  INTERNAL  REVENUE  CODE,  WHETHER  A  WORKER  IS  AN 
EMPLOYEE  OR  AN  INDEPENDENT  CONTRACTOR  IS  DETERMINED  USING  THE 
COMMON-LAW  STANDARD.  THIS  STANDARD  LOOKS  TO  WHETHER  A  BUSINESS 
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HAS  THE  RIGHT  TO  DIRECT  AND  CONTROL  THE  MEANS  AND  DETAILS  OF  THE 
WORKER'S  ACTIVITIES. 

APPLYING  THIS  STANDARD  HAS  BEEN  DIFFICULT  FOR  BOTH  TAXPAYERS 
AND  FOR  OUR  AGENTS.  MANY  YEARS  AGO,  TO  HELP  OUR  AGENTS  IN  THIS  TASK,     .- 
WE  DEVELOPED  TRAINING  MATERIALS  THAT  LISTED  FACTORS  THAT  COURTS 
HAD  USED.  THESE  ARE  THE  SO-CALLED  "20  COMMON  LAW  FACTORS".  THEY  > 

WERE  DESIGNED  AS  A  CHECKLIST  FOR  AGENTS  TO  USE  IN  IDENTIFYING  WHICH 
FACTORS  MIGHT  BE  RELEVANT  AS  EVIDENCE  OF  THE  RIGHT  TO  DIRECT  AND 
CONTROL  IN  SPECIFIC  CASES.  -   •  ! WST '•/■Ji;)  iiU.'[\ 

I  WOULD  LIKE  TO  EMPHASIZE  THAT  THE  20  FACTORS  DO  NOT  ANSWER 
THE  QUESTION  OF  WHETHER  A  WORKER  IN  ANY  SPECIFIC  BUSINESS  SITUATION 
IS  AN  EMPLOYEE  OR  AN  INDEPENDENT  CONTRACTOR.  TO  DO  SO,  THE  BUSINESS     ' 
PERSON  OR  OUR  EXAMINER  MUST  FIRST  DETERMINE  WHAT  FACTORS  ARE 
RELEVANT  TO  THE  BUSINESS  AT  ISSUE.  THEN  THEY  MUST  DETERMINE  WHICH 
FACTORS  ARE  MOST  IMPORTANT.  FINALLY,  THEY  MUST  CONSIDER  WHETHER 
OTHER  FACTORS  MIGHT  BE  RELEVANT.  OBVIOUSLY,  THIS  LACK  OF  A  CLEAR 
AND  OBJECTIVE  STANDARD  CAUSES  PROBLEMS  BOTH  FOR  SMALL  BUSINESS 
AND  FOR  OUR  EXAMINERS  AS  WELL. 
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SECTION  530  OF  THE  REVENUE  ACT  OF  1978  MUST  ALSO  BE  APPLIED  BY 
OUR  EXAMINERS.  THIS  SECTION  PROVIDES  TAXPAYERS  WITH  RELIEF  FROM     < 
RECLASSIFICATION  IF  THEY  HAVE  PROVIDED  REQUIRED  FORMS  1099,  HAVE 
TREATED  A  CLASS  OF  WORKERS  AS  INDEPENDENT  CONTRACTORS  ON  A 
CONSISTENT  BASIS,  AND  RELIED  ON  SOME  REASONABLE  BASIS  FOR  NOT 
TREATING  THE  WORKERS  AS  EMPLOYEES.  IN  ADDITION,  SECTION  530 
PRECLUDES  THE  SERVICE  FROM  ISSUING  REGULATIONS  AND  PUBLISHED 
RULINGS  ABOUT  WORKER  CLASSIFICATION.         f"        "-'■'■        ' 

OVER  THE  LAST  SEVERAL  MONTHS,  WE  HAVE  BEEN  WORKING  TO 
IDENTIFY  ACTIONS  THAT  WE  CAN  TAKE  ADMINISTRATIVELY  TO  ADDRESS 
CONCERNS  IN  THE  SMALL  BUSINESS  COMMUNITY  ABOUT  WORKER  . " - 

CLASSIFICATION  ISSUES.  MADAME  CHAIRMAN,  TODAY,  I  WOULD  LIKE  TO 
DESCRIBE  TWO  IMPORTANT  INITIATIVES  IN  THE  EMPLOYMENT  TAX  AREA 
ANNOUNCED  BY  COMMISSIONER  RICHARDSON  THAT  HAVE  RESULTED  FROM 
THIS  REVIEW.  '-  :-:/;.>: 

ANNOUNCEMENT  OF  CHANGES  TO  THE  EMPLOYMENT 

PROGRAM 

WE  HAVE  HEARD  CONCERNS  FROM  THE  SMALL  BUSINESS  COMMUNITY 
REGARDING  INCONSISTENT  AND  INCORRECT  APPLICATION  OF  WORKER 


<IH. 
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CLASSIFICATION  STANDARDS  BY  IRS  EXAMINERS.  TO  ADDRESS  THIS  CONCERN, 
EFFECTIVE  IMMEDIATELY,  THE  IRS  NATIONAL  OFFICE  WILL  REVIEW  AND 
APPROVE  ALL  PROPOSED  LOCAL  COMPLIANCE  PROJECTS  INVOLVING  WORKER      i 
CLASSIFICATION  ISSUES  IN  A  MARKET  SEGMENT  OR  GEOGRAPHICAL  AREA.  j 

THIS  INCLUDES  PROJECTS  WHERE  THE  ISSUE  IS  THE  EXISTENCE  OF  AN 
EMPLOYER^MPLOYEE  RELATIONSHIP  AS  WELL  AS  THOSE  WHERE  THE  ISSUE  IS     ; 
THE  IDENTITY  OF  THE  EMPLOYER,  FOR  EXAMPLE,  EMPLOYEE  LEASING.  WE  ARE  i 
TAKING  THIS  ACTION  BECAUSE  THESE  PROJECTS  OFTEN  INVOLVE  AN  ENTIRE 
INDUSTRY  AND  WE  WANT  TO  ENSURE  UNIFORM  TREATMENT  OF  ALL  AFFECTED 
TAXPAYERS.    THESE  PROJECTS  MAY  ALSO  INVOLVE  DIFFICULT  TECHNICAL 
ISSUES,  THE  RESOLUTION  OF  WHICH  MAY  REQUIRE  INPUT  FROM  NATIONAL 
OFFICE  STAFF.  THIS  REVIEW  WILL  ALSO  ENSURE  THAT  ANY  PROPOSED  PROJECT 
INVOLVING  WORKER  CLASSIFICATION  FOCUSES  ON  SERIOUS  DEFICIENCIES  ; 

SUCH  AS  LACK  OF  INFORMATION  REPORTING  OR  FAILURE  TO  PAY  OVER 
WITHHELD  TRUST  FUND  TAXES.  IN  ADDITION,  NATIONAL  OFFICE  APPROVAL 
WILL  ENSURE  THAT  PROJECT  MEMBERS  SEEK  INPUT  FROM  BUSINESS  PEOPLE  IN 
THE  AFFECTED  INDUSTRY,  AND  THAT  ALL  PROJECT  MEMBERS  HAVE  BEEN 
TRAINED  IN  THE  FAIR  AND  IMPARTIAL  APPLICATION  OF  THE  EXISTING 
STATUTORY  SCHEME  OF  WORKER  CLASSIFICATION. 

THE  IRS  HAS  ALSO  RECEIVED  CRITICISM  THAT  SOME  EXAMINERS  DO  NOT 
APPROACH  WORKER  CLASSIFICATION  ISSUES  IN  A  FAIR  AND  CONSISTENT 
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MANNER  AND  DO  NOT  PROPERLY  APPLY  SECTION  530  OF  THE  REVENUE  ACT  OF 
1978.  TO  ADDRESS  THIS  CONCERN,  BY  JANUARY  1996,  ALL  IRS  EXAMINERS 
HANDLING  WORKER  CLASSIFICATION  CASES  WILL  RECEIVE  ADDITIONAL 
TRAINING.  THE  TRAINING  WILL  REINFORCE  THE  IRS'  LONG-HELD  POSITION 
THAT  USING  INDEPENDENT  CONTRACTORS  CAN  BE  A  LEGITIMATE  BUSINESS 
PRACTICE  THAT  WILL  NOT  BE  CHALLENGED  BY  THE  SERVICE.  AS  PART  OF  THE 
TRAINING,  EXAMINERS  WILL  GET  EXPERIENCE  THROUGH  CASE  STUDIES  OF  HOW 
THE  COMMON-LAW  TEST  OF  RIGHT  TO  DIRECT  AND  CONTROL  THE  MEANS  AND 
DETAILS  OF  A  WORKER'S  SERVICES  SHOULD  BE  APPLIED.  THE  TRAINING  WILL 
ALSO  EMPHASIZE  THE  NEED  BY  EXAMINERS  TO  ACTIVELY  CONSIDER  AND 
LIBERALLY  CONSTRUE  THE  WORKER  CLASSIFICATION  RELIEF  PROVISIONS  IN 
SECTION  530.  TO  ENSURE  THAT  OUR  MATERIALS  WILL  ADEQUATELY  AND 
EFFECTIVELY  TRAIN  OUR  EXAMINERS  ON  WORKER  CLASSIFICATION  ISSUES,  A 
DRAFT  OF  THE  TRAINING  MATERIALS  WILL  BE  SHARED  FOR  REVIEW  AND 
COMMENT  BY  THE  PRIVATE  SECTOR,  INCLUDING  SMALL  BUSINESS,  BEFORE  THE 
TRAINING  IS  INSTITUTED. 

STEPS  IRS  HAS  ALREADY  TAKEN  TO  IMPROVE  THE 

EMPLOYMENT  TAX  PROGRAM 

WE  HAVE  ALREADY  REEXAMINED  OUR  APPROACH  TO  EMPLOYMENT  TAX 
ADMINISTRATION  LOOKING  FOR  NEW  AND  INNOVATIVE  STRATEGIES  TO 
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INCREASE  COMPLIANCE  WITHIN  THE  EXISTING  STATUTORY  FRAMEWORK.  I 
WOULD  LIKE  TO  TAKE  THIS  OPPORTUNITY  TO  REVIEW  FOR  THE  SUBCOMMITTEE 
SOME  OF  THE  STEPS  WE  HAVE  RECENTLY  TAKEN  TO  IMPROVE  OUR  EFFORTS  IN 
THIS  AREA. 

THE  EMPLOYMENT  TAX  OFFICE 

AT  THE  NATIONAL  LEVEL,  ABOUT  18  MONTHS  AGO,  THE  IRS  CREATED  THE 
OFFICE  OF  EMPLOYMENT  TAX  ADMINISTRATION  AND  COMPLIANCE  UNDER  THE 
NATIONAL  DIRECTOR  FOR  SPECIALTY  TAXES.  THIS  OFFICE  PULLS  TOGETHER 
STAFF  FROM  THE  OFFICES  OF  EXAMINATION,  COLLECTION,  AND  EMPLOYEE 
PLANS  AND  EXEMPT  ORGANIZATIONS  TO  IMPROVE  THE  COORDINATION  AND 
FOCUS  OF  EMPLOYMENT  TAX  ISSUES.  THE  OFFICE  DEVELOPS  AND  OVERSEES 
ALL  EMPLOYMENT  TAX  COMPLIANCE  PROGRAMS  INCLUDING  THE 
EMPLOYMENT  TAX  EXAMINATION  PROGRAM. 

THE  SUBCOMMITTEE  HAS  ASKED  US  TO  SUPPLY  STATISTICAL 
INFORMATION  CONCERNING  WORKER  RECLASSIFICATION.  UNFORTUNATELY, 
THE  IRS'  CURRENT  INFORMATION  SYSTEMS  DO  NOT  ENABLE  US  TO  TRACK 
COMPLIANCE  RESULTS  BY  ISSUE.  THUS,  WE  CANNOT  CURRENTLY  PROVIDE  THE 
SUBCOMMITTEE  WITH  DATA  ON  ASSESSMENTS  AND  COLLECTIONS  RESULTING 
FROM  COMPLIANCE  ACTIVITIES  WHERE  WORKER  RECLASSIFICATION  OR 
LIABILITY  FOR  SELF-EMPLOYMENT  TAX  WAS  AN  ISSUE.  THE  IRS  IS  IN  THE 

1 


83 


PROCESS  OF  MODERNIZING  OUR  TAX  INFORMATION  SYSTEMS.  TAX  SYSTEMS 
MODERNIZATION  (TSM)  IS  A  MASSIVE  UNDERTAKING  THAT  WILL  TAKE  SEVERAL 
YEARS  TO  IMPLEMENT,  BUT  ONE  OF  ITS  BENEFITS  WILL  BE  THE  ABILITY  TO 
TRACK  COMPLIANCE  RESULTS  BY  ISSUE.  WE  WOULD  WELCOME  THE  SUPPORT 
OF  TSM  BY  THE  SUBCOMMITTEE. 

CONSOLIDATION  OF  THE  SS-8  PROGRAM 

ALONG  WITH  THE  TRAINING  PROGRAM  DISCUSSED  ABOVE,  THE  IRS  IS 
ALSO  ENSURING  THE  CONSISTENT  TREATMENT  OF  SIMILARLY  SITUATED 
TAXPAYERS  BY  CONSOLIDATING  THE  PROCESSING  OF  FORMS  SS-8  AT  TWO 
SITES.  CURRENTLY,  ONE  OF  THE  WAYS  TAXPAYERS  RESOLVE  DOUBTS  ABOUT  A 
WORKER'S  STATUS  IS  TO  REQUEST  A  PRIVATE  RULING  FROM  THE  IRS,  USING  A 
FORM  SS-8.  IN  THE  PAST,  REQUESTS  ON  FORM  SS-8  WERE  PROCESSED  IN  EACH 
OF  THE  IRS'  DISTRICTS.  HOWEVER,  THE  DIFFICULTY  IN  APPLYING  THE 
COMMON-LAW  RULES  SOMETIMES  RESULTED  IN  INCONSISTENT  TREATMENT  OF 
SIMILARLY  SITUATED  TAXPAYERS.  WHEN  THE  CONSOLIDATION  IS  COMPLETED, 
HOWEVER,  RULING  REQUESTS  WILL  BE  PROCESSED  BY  TEAMS  OF  EXPERIENCED 
EMPLOYEES  WHOSE  SOLE  JOB  IS  TO  REVIEW  FORMS  SS-8.  IN  ADDITION  TO 
ENSURING  CONSISTENT  TREATMENT,  THIS  APPROACH  WILL  RESULT  IN  FASTER 
AND  BETTER  SERVICE  TO  OUR  CUSTOMERS. 
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MARKET  SEGMENT  UNDERSTANDINGS 

THE  MARKET  SEGMENT  UNDERSTANDING  (MSU)  PROGRAM  IS  A  NEW  AND 
INNOVATIVE  APPROACH  TO  RESOLVING  SOME  LONG  STANDING 
DISAGREEMENTS  WITH  VARIOUS  INDUSTRIES.  MSUS  OFFER  THE  IRS  AND 
INDUSTRY  A  NEW  TOOL  TO  RESOLVE  WORKER  CLASSIFICATION  ISSUES. 

AN  MSU  FOCUSES  ON  A  PARTICULAR  AREA  OF  NONCOMPLIANCE  WHERE 
THE  FACTS  OR  THE  APPLICATION  OF  THE  LAW  IS  UNCLEAR,  OR  WHERE 
NONCOMPLIANCE  IS  WIDESPREAD  WITHIN  AN  IDENTIFIED  MARKET  SEGMENT. 
THE  MSU  PROCESS  IS  UNIQUE  BECAUSE  IT  USES  A  WORKING  GROUP  OF  BOTH 
IRS  AND  INDUSTRY  REPRESENTATIVES  TO  DISCUSS  AND  REACH  A  MUTUAL 
UNDERSTANDING  OF  THE  FACTS  CHARACTERISTIC  OF  THE  INDUSTRY  AND  HOW 
THE  LAW  APPLIES  TO  THOSE  FACTS.  THE  DESIRED  OUTCOME  OF  THE  MSU 
PROCESS  IS  THE  ISSUANCE  OF  A  GUIDELINE  DOCUMENT  THAT  PROVIDES 
CLARIFICATION  OF  THE  ISSUE,  OR  OF  A  PRO  FORMA  ACCORD.  MSU  GUIDELINES 
ARE  HELPFUL  TO  EXAMINERS  AS  WELL  AS  TAXPAYERS  AND  THEIR 
REPRESENTATIVES. 

THE  FIRST  MSU  COMPLETED  UNDER  THE  PROGRAM  ADDRESSED  THE 
CLASSIFICATION  OF  WORKERS  IN  THE  TELEVISION  COMMERCIAL  PRODUCTION 
AND  PROFESSIONAL  VIDEO  COMMUNICATION  INDUSTRIES.  THIS  MSU  WAS  IN 
THE  FORM  OF  GUIDELINES  THAT  HAVE  BEEN  USED  BY  OUR  EXAMINERS  AS 
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WELL  AS  BUSINESSES  IN  THE  INDUSTRY. 

.    _./^^>' M  i/  'nVO  •  'i    :■  IHf^'^  ■'.' 

ON  JUNE  1  OF  THIS  YEAR,  MEMBERS  AND  REPRESENTATIVES  OF  THE  FOOD 
SERVICE  INDUSTRY  AND  THE  IRS  ENTERED  INTO  AN  AGREEMENT  KNOWN  AS 
THE  TIP  REPORTING  ALTERNATIVE  COMMITMENT  (TRAC)  TO  INCREASE  THE    '    ■•   • 
COMPLIANCE  OF  TIPPED  EMPLOYEES  IN  THE  FOOD  AND  BEVERAGE  INDUSTRY. 
TRAC  IS  A  PRO  FORMA  AGREEMENT  ENTERED  INTO  ON  AN  INDIVIDUAL  BASIS  BY 
FOOD  AND  BEVERAGE  EMPLOYERS.  SO  FAR,  APPROXIMATELY  3,000  ■'  -■'• 

ESTABLISHMENTS  HAVE  SIGNED  ON  TO  TRAC.  AS  A  RESULT  OF  TRAC,  IRS 
EXPECTS  THE  AMOUNT  OF  TIP  INCOME  REPORTED  ANNUALLY  TO  INCREASE 
FROM  BETWEEN  $3  BILLION  TO  $5  BILLION. 

OTHER  PROJECTS  ADDRESSING  THE  ISSUE  OF  WORKER  CLASSIFICATION 
WITHIN  DIVERSE  INDUSTRY  MARKET  SEGMENTS  ARE  UNDER  WAY  IN  DISTRICTS 
THROUGHOUT  THE  NATION  INCLUDING: 
PHYSICAL  THERAPISTS 
LIMOUSINE  DRIVERS 
TRUCKER/MOVERS 
HOME  DELIVERY  SERVICE 
DRYWALL  CONTRACTORS 
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CONCLUSION  ^ 

AS  PART  OF  ITS  OVERALL  GOAL  OF  HELPING  SMALL  BUSINESS,  THE 
INTERNAL  REVENUE  SERVICE  IS  TAKING  STEPS  TO  ENSURE  THAT  WORKER 
CLASSIFICATION  PROJECTS  ARE  PROPERLY  FOCUSED  AND  THAT  OUR 
EXAMINERS  ARE  THOROUGHLY  TRAINED  IN  THE  CORRECT  APPLICATION  OF  THE 
COMMON-LAW  STANDARD  AND  SECTION  530  OF  THE  REVENUE  ACT  OF  1978. 
THIS  CONCLUDES  MY  PREPARED  STATEMENT,  MADAME  CHAIRMAN.  WE  WOULD 
BE  HAPPY  TO  ANSWER  ANY  QUESTIONS  YOU  MIGHT  HAVE. 
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